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ENSURING EARLY DIAGNOSIS AND ACCESS 
TO TREATMENT FOR HIV/AIDS: 

CAN FEDERAL RESOURCES BE MORE 
EFFECTIVELY TARGETED? 


WEDNESDAY, APRIL 26, 2006 

U.S. Senate, 

Federal Financial Management, Government 
Information, and International Security Subcommittee, 

OF THE Committee on Homeland Security 

AND Governmental Affairs, 
Washington, DC. 

The Subcommittee met, pursuant to notice, at 2:27 p.m., in room 
SD-342, Dirksen Senate Office Building, Hon. Tom Coburn, Chair- 
man of the Subcommittee, presiding. 

Present: Senators Coburn and Carper. 

OPENING STATEMENT OF SENATOR COBURN 

Senator Coburn. Thank you. We are going to start early. We are 
going to have a vote here in a few minutes which will mean we will 
have to interrupt the hearing, so I am going to go on and start, if 
I may. 

I want to welcome all of our witnesses today. I want to thank you 
for the timeliness of your testimony and thank you for taking the 
time to be here. 

Today’s hearing examines domestic efforts to promote early diag- 
nosis of HIV infection and ensure access to AIDS treatment. 

It has been nearly 25 years since the first cases of what would 
become known as AIDS were recognized. As a physician during 
much of this time period, I experienced the heartbreak of watching 
some of my patients, including mothers and children, succumb to 
this mysterious and incurable illness in the early days of the epi- 
demic when effective treatments had not yet been developed. 

Even today, with the availability of revolutionary anti-retroviral 
treatments that have transformed a disease that was a death sen- 
tence into a manageable disease for many, it is still heartbreaking 
to deliver an HIV diagnosis to a patient and agonize with each one 
to determine how they can afford these life saving, yet extremely 
expensive, medications. 

As a physician, I believe it is essential that if we are to end this 
epidemic, we must make every effort to promote early diagnosis 
and ensure access to treatment for all those who are infected. We 
must also empower those who are infected and those who are not 
infected to prevent HIV from taking another life. This may require 

( 1 ) 
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rethinking and reevaluating past and present policies and reconsid- 
ering ideas that have long ago heen abandoned or even demonized. 

It is no secret that I have had many differences with some within 
the AIDS community, Federal health agencies, and even with the 
drug companies that produce the miraculous AIDS drugs that now 
many take for granted regarding how we could best address this 
disease. But we must not let our differences of opinions allow us 
to make enemies of those with different viewpoints, for we all hold 
the same common goal: Ending AIDS and the same common 
enemy, HIV. 

So many of the medical advances that my patients and those af- 
fected by HIV around the world benefit from today are the result 
of activists who forced the government to act on this epidemic 
when so many preferred to look away because they disapproved of 
the behaviors that were associated with this disease. 

Unfortunately, so much of how we have all reacted to the AIDS 
epidemic has been based on fear. Lack of knowledge led to fear. 
Fear led to discrimination and stigma. Discrimination and stigma 
led to fear. And fears became the basis of our response to HIV/ 
AIDS. The results have been tragic. 

Consider that the U.S. Government spends more than $20 billion 
a year on HIV/AIDS prevention, care, and research annually, yet 
more than one million Americans are now living with HIV/AIDS. 
Up to 59 percent of those Americans are not in regular care. More 
than 40,000 Americans become newly infected with HIV every 
year. It has not changed over the last 6 to 7 years, and this number 
has actually been unchanging for over a decade, as that chart will 
show.i There are some estimates that it is as high as 60,000 new 
cases a year. The fact that we don’t know for sure tells us we have 
a problem. 

More than a quarter of those who are infected do not know they 
are infected. Hundreds of patients are on waiting lists for AIDS 
drugs, and more than half a million Americans have already died 
from this disease. As many as 45 percent of persons testing positive 
for HIV received their first positive test result less than a year be- 
fore the AIDS was diagnosed. With an average of 10 years between 
HIV infection and an AIDS diagnosis, this suggests that people are 
living with HIV for many years before they are aware of their in- 
fection and may be unknowingly spreading the virus to others. 

To address these shortcomings, fear must be replaced with hope. 
We have the knowledge, the resources, and the commitment to pro- 
vide hope to every American who is living with HIV/AIDS. But to 
do so, we must update our policies to ensure that all of those living 
with HIV have access to the hope that treatment can provide. 

This means we must also remove the barriers to testing. Fear- 
based policies continue to serve as deterrents to testing and diag- 
nosis and deny the benefits of those miraculous AIDS drugs that 
the early activists fought so hard to make available to thousands 
of Americans today, often until it is far too late to prevent the inev- 
itable. 

One example of the hope that can result from eliminating bar- 
riers to testing is the great success that has resulted from the baby 


^The chart referred to appears in the Appendix on page 132. 
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AIDS laws in New York and Connecticut that require every new- 
born to be tested for HIV antibodies and treatment provided to af- 
fected mothers and infants. 

New York passed a law requiring HIV testing of all newborns in 
1996. According to data we received just this week, the results of 
this law have been dramatic. ^ The proportion of all pregnant 
women being aware of their HIV status at delivery has increased 
from 64 percent in 1997 to 95 percent in 2004. The number of HIV- 
infected infants in New York dropped from more than 500 a year 
to 8 in 2003. Furthermore, mothers and impacted infants are re- 
ceiving care. 

Connecticut passed a similar law in 1999 requiring that 
newborns be tested for HIV antibodies if their mother’s HIV status 
was unknown. Prior to the law, only 28 percent of pregnant women 
were documented as being tested for HIV.^ Prenatal testing rates 
for other diseases were over 90 percent, which demonstrates how 
the unusual counseling regulations for HIV testing discouraged 
testing. After the law was enacted, this number of pregnant women 
being tested for HIV jumped to 90 percent. In the year that the law 
passed, 70 HIV-exposed newborns were born with five infants in- 
fected with the virus. Since that time, over 300 HIV-exposed in- 
fants have been born with only five infants becoming infected. The 
last baby infected with HIV to be recorded in the State was in 
2001, meaning Connecticut’s laws essentially eliminated baby 
AIDS. 

The success of these laws are rare victories in our battles against 
HIV and AIDS. 

The Government Accountability Office (GAO) today releases its 
second report this year that examines some of the issues involved 
in providing access to treatment and early intervention. The report 
reminds us of facts that we already know, such as most new HIV 
infections originate from HIV-infected persons not yet aware of 
their status. This emphasizes the need to identify HIV-infected per- 
sons and link them with appropriate services as soon as possible. 

It raises other issues of concern, such as ADAPs with waiting 
lists may not represent all eligible individuals who are not being 
served. And it points to opportunities where policy makers can do 
a better job to maximize the impact of the tens of billions of dollars 
that we are directing every year towards our HIV/AIDS efforts. 

Coincidentally, GAO’s reports come at a time when Congress is 
faced with reauthorization of the Ryan White CARE Act, which is 
the largest HIV/AIDS-specific Federal care program. While the pro- 
gram’s authorization expired 6 months ago, efforts are currently 
being made to renew the program, and I know of at least one bill 
that has been introduced in both the House of Representatives and 
the Senate that would do so taking account of many of GAO’s find- 
ings as well as the issues I have outlined and others that we will 
explore today. 

I look forward to hearing from our witnesses today, who include 
Dr. Marcia Crosse, Director of Government Accountability Office’s 
Public Health and Military Health Care Issues; Dr. Deborah 


^The chart referred to appears in the Appendix on page 131. 

2 The charts referred to appear in the Appendix on pages 129-130. 
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Hopson, Associate Administrator of the Health Resources and Serv- 
ices Administration, HIV/AIDS Bureau; Dr. Kevin Fenton, Director 
of the National Center for HIV, STD, and TB Prevention at the 
Centers for Disease Control and Prevention; Ms. Beth Scalco, Di- 
rector, HIV/AIDS Program, Louisiana Office of Public Health; and 
Michael Weinstein, President of the AIDS Healthcare Foundation, 
the Nation’s largest provider of HIV/AIDS medical care. 

Prior to you coming in. Senator Carper, I announced that we 
were going to have a vote. I will go vote if you will do youre open- 
ing statement. I will be right back and we will try to keep things 
going. 

Senator Carper. OK, sounds good. 

OPENING STATEMENT OF SENATOR CARPER 

Senator Carper [presiding]. Thanks, Mr. Chairman, and before 
you leave, let me just say that the Chairman of the Subcommittee 
has been very involved in these issues for some time and is one of 
the co-authors of the last reauthorization. I know he has been very 
much involved in our efforts to reauthorize the Ryan White CARE 
Act this time, as well. 

Thank you for joining us. We look forward to your testimony and 
to the opportunity to ask some questions of you, and our second 
panel, as well. 

The Ryan White CARE Act was first enacted, I believe in 1990. 
I was still in the House of Representatives at the time. Since then, 
we have made great progress, both in combatting the stigma that 
was once associated with the disease, but I think also in combat- 
ting the disease itself We still have a long ways to go, but the 
CARE Act has been, I think, one of the chief Federal programs, at 
least, in the fight against HIV and AIDS. 

I think we can all agree that our goal in examining the Ryan 
White Act today is to ensure that Americans living with HIV/AIDS 
can get needed care and needed services. The Ryan White program 
is working to do that, at least that is what I am told, for over 
500,000 people each year. The program provides not only vital pre- 
scription drugs, but also needed support services to help patients 
stay on those drugs and adhere to complex drug regimens. 

In my State of Delaware, we have done, we think, a good job of 
providing needed health services to those with HIV and AIDS. We 
can always do better. Everything we do, we can do better, and that 
includes here. But we have made quality health care a priority and 
are fortunate to be able to offer what we think is a generous Med- 
icaid program, a very generous AIDS drug assistance program, and 
high-quality Ryan White services. 

The witnesses that are here today before us, this panel and our 
next panel, will discuss a number of issues, largely focusing on the 
AIDS drug assistance program, on prevention and testing efforts, 
and on notification efforts. However, they will also be addressing 
a number of issues pertaining to the Ryan White authorization as 
a whole. At least, that is what I am told. 

I understand that the Senate HELP Committee and the House 
Energy and Commerce Committee are working together in a bipar- 
tisan way to come to agreement on the Ryan White Reauthoriza- 
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tion Act, and I hear they are making significant progress and I 
hope that the authorization can he completed this year. 

As we consider reauthorization of this program, I think it is im- 
portant that we keep in mind that the program, on the whole, is 
working. We have lengthened the time from HIV infection to the 
onset of AIDS, which is a good thing. People with HIV and AIDS 
are living longer and living healthier. That is obviously a good 
thing. Of course, we can, as I said earlier, do more to strengthen 
the program, and we now face new challenges as the face of the 
disease itself evolves. I think, for the most part, we have done a 
good job, a commendable job. 

One of the goals of reauthorization should be to ensure that we 
can get the most out of our Federal investment in this program. We 
should ensure that the distribution of funding to States and cities 
under the CARE Act both supports the existing treatment infra- 
structure that we have built up over the last several years and also 
ensures that we address discrepancies in funding where they are 
present. We should ensure that the Ryan White dollars are spent 
in a smart way and that they are spent as a payer of last resort. 
We should also ensure that any unused funds are reinvested in the 
program in some way. 

I hope that the issues that are brought up before us today can 
inform the upcoming debate on reauthorization. Ryan White has al- 
ways been seen as a bipartisan issue and I am hopeful that this 
year, the Congress will continue that tradition and that we can 
work together with the House to produce a bipartisan reauthoriza- 
tion package to send to the President for his signature. 

I think with that having been said, I am going to recess the Con- 
gress, go and vote myself, and I suspect that the Chairman will be 
back very shortly and begin your testimony. So I would just ask 
that we stand in recess for a few moments until the return of the 
Chairman and I will see you all then. Thank you. 

[Recess.] 

Senator Coburn [presiding]. Let me introduce, if I may, our first 
panel. I would ask our panel members to limit their testimony to 
5 minutes. We have read your testimony. Then we will have ques- 
tions afterward. 

Dr. Kevin Fenton is Director of the National Center for HIV, 
STD, and TB Prevention, Centers for Disease Control and Preven- 
tion. He joined CDC in January 2005 as Chief of the National 
Syphilis Elimination Effort, leading a revitalization of this program 
to end the sustained transmission of syphilis in the United States. 
Prior to his work at CDC, Dr. Fenton was the Director of the HIV 
and Sexually Transmitted Infections Department of the United 
Kingdom’s Health Promotion Agency. 

Dr. Deborah Parham Hopson is the Associate Administrator for 
HIV/AIDS in the U.S. Department of Health and Human Services’ 
Health Resources and Services Administration. Dr. Hopson was ap- 
pointed Associate Administrator for HIV/AIDS at HRSA on July 
29, 2002. As Associate Administrator for the AIDS Bureau, Dr. 
Hopson is responsible for directing the Ryan White Comprehensive 
AIDS Resources Emergency Care Act Program, which provides 
medical care, treatment, referrals, and social services to people liv- 
ing with and affected by HIV/AIDS throughout the United States. 
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She administers a budget of $2.02 billion that funds services for 
some 530,000 individuals each year. 

Dr. Marcia Crosse is Director for the Health Care Group at the 
Government Accountability Office. She has been responsible for 
overseeing multiple projects in the areas of biomedical research, 
bioterrorism, disease surveillance, HIV/AIDS, medical product safe- 
ty, organ transplantation, and pharmaceutical regulation. She has 
been employed at GAO since 1985. 

I want to thank each of you again for being here, and I want to 
express publicly how much I depend on GAO, what a great func- 
tioning component of the U.S. Government they are, and how valu- 
able they are to us as Members of Congress in being able to do our 
work. 

Dr. Fenton, I will recognize you first and then we will go to Dr. 
Hopson and then to Dr. Crosse. Welcome. 

TESTIMONY OF KEVIN FENTON, M.D.,i DIRECTOR, NATIONAL 

CENTER FOR HIV, STD, AND TB PREVENTION, CENTERS FOR 

DISEASE CONTROL AND PREVENTION, U.S. DEPARTMENT OF 

HEALTH AND HUMAN SERVICES 

Dr. Fenton. Good afternoon. Thank you. Good afternoon, Mr. 
Chairman. My name is Kevin Fenton and I am the Director of the 
National Center for HIV, STD, and TB Prevention at the Centers 
for Disease Control and Prevention. Thank you for the opportunity 
to discuss CDC’s progress in reducing barriers to HIV testing and 
improving opportunities for early diagnosis and linkage to care. 

Twenty-five years ago, the first cases of HIV were reported in the 
United States. Although the struggle to prevent new infections is 
not over, we have made substantial progress and achieved major 
successes. For instance, the dramatic decrease in mother-to-child or 
perinatal HIV transmission is one of the great success stories of 
HIV prevention. We have also seen declines in the number of HIV 
and AIDS cases attributed to injecting drug use. 

Despite such major successes, HIV infection and AIDS remain a 
leading cause of illness and death in the United States. The num- 
bers are sobering. CDC estimates that currently, 1 to 1.2 million 
people in the United States are infected with HIV, and of these, 
roughly a quarter are undiagnosed and at high risk of transmitting 
HIV. This undiagnosed group is of great concern to us because they 
are not able to take advantage of medical treatment and because 
we believe that transmission by people who are unaware that they 
are HIV positive account for more than half of new HIV infections 
every year. 

Currently, CDC has a number of efforts underway to encourage 
early diagnosis of HIV infection. In 2003, CDC launched the Ad- 
vancing HIV Prevention Initiative, or AHP, which reinforces CDC’s 
evidence-based approach that routine HIV testing implemented in 
a variety of settings will reduce barriers to HIV testing, improve 
opportunities for early diagnosis and linkage to prevention and 
care, and help reduce the number of new infections. 

CDC also encourages its funded partners to take HIV testing out 
into the community by using rapid tests in non-traditional settings 


^The prepared statement of Dr. Fenton appears in the Appendix on page 31. 
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and in health care settings that provide episodic care. In addition, 
CDC is currently updating guidelines for testing in health care set- 
tings, making HIV testing more routine. 

Finally, the President’s 2007 budget contains an increase in 
funding aimed at increasing the number of people who know their 
HIV serostatus through promoting rapid testing in areas of high 
HIV incidence. 

I would like to highlight one AHP demonstration project that we 
are particularly encouraged about. This project used social network 
strategies to reach persons at high risk of HIV infection in commu- 
nities of color and demonstrated the feasibility of using these social 
networks to encourage HIV counseling, testing, and referral serv- 
ices. This strategy has proved to be very successful in reaching per- 
sons with undiagnosed HIV infection. 

In addition to reducing barriers to HIV testing and increasing 
the opportunity for early diagnosis, CDC is proposing to revise our 
guidelines for HIV testing of adults, adolescents, and pregnant 
women in health care settings. The revised guidelines will focus on 
increasing routine HIV screening of patients in health care set- 
tings, fostering the earlier detection of HIV infection, identifying 
and counseling persons with unrecognized HIV infection, and link- 
ing them to clinical and preventive services and further reducing 
perinatal transmission of HIV in the United States. 

Detecting HIV infection earlier through HIV screening has been 
shown to be cost effective, even in settings of low prevalence. The 
new guidelines will recommend routine or opt-out HIV screening in 
health care settings and are intended for providers in all health 
care settings. The guidelines do not modify existing guidelines for 
HIV counseling, testing, and referral for high-risk persons who 
seek HIV testing in non-clinical settings. 

As you know, to further support the goal of diagnosing HIV infec- 
tions earlier and increasing access to care, the President’s 2007 
budget includes an increase of $93 million for CDC HIV prevention 
programs. Three major testing components are included: Testing in 
health care and non-clinical settings, in jails, and with injecting 
drug users. CDC will work collaboratively with other HHS agencies 
in these efforts. We anticipate testing more than three million per- 
sons and identifying over 46,000 infections. 

In closing, over the past 25 years, our Nation has made progress 
in preventing morbidity and mortality related to HIV. CDC re- 
mains committed to helping people live longer, healthier lives by 
preventing new HIV infections and protecting the health of those 
already infected. 

Thank you again for this opportunity and I look forward to an- 
swering any questions. 

Senator Coburn. Thank you. Dr. Fenton. Dr. Hopson. 
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TESTIMONY OF DEBORAH PARHAM HOPSON, i ASSOCIATE AD- 
MINISTRATOR, HIV/AIDS BUREAU, HEALTH RESOURCES AND 

SERVICES ADMINISTRATION, U.S. DEPARTMENT OF HEALTH 

AND HUMAN SERVICES 

Ms. Hopson. Mr. Chairman, thank you for the opportunity to 
meet with you today on hehalf of the Health Resources and Serv- 
ices Administration. Last year, I testified before the Subcommittee 
regarding the domestic HIV/AIDS care programs and I am happy 
to be here today to discuss ways to ensure early diagnosis and im- 
prove access to treatment for Americans living with HIV and AIDS. 
I certainly appreciate your continuing support for the Ryan White 
CARE Act programs. 

The Ryan White CARE Act is the centerpiece of our domestic re- 
sponse to care and treatment for low-income, uninsured, and 
under-insured individuals living with HIV/AIDS. Currently funded 
at over $2 billion, it provides primary health care, live-saving medi- 
cations, and support services to individuals who lack health insur- 
ance and financial resources to provide adequate health care for 
themselves. 

As you noted, the authorization of the Ryan White CARE Act ex- 
pired 6 months ago. President Bush in his State of the Union Ad- 
dress stressed the importance of this program and asked Congress 
to reform and reauthorize the Ryan White CARE Act and provide 
new funding to States so that we can end the waiting list for AIDS 
medicines in America. 

Since its last reauthorization, we have been able to provide anti- 
retroviral treatment, primary care, and support services to over 
half a million people annually in the United States, Puerto Rico, 
Guam, the Virgin Islands, and eligible U.S. territories in the Pa- 
cific. In 2004, an estimated 65 percent of these individuals were ra- 
cial minorities, 33 percent were women, and 87 percent were either 
uninsured or received public health benefits. The Ryan White 
CARE Act programs have provided important benefits to these pop- 
ulations. 

Overall, AIDS mortality is down and lives have been extended 
through HIV medications purchased through the AIDS Drug As- 
sistance Program, also known as ADAP. Pregnant HIV-positive 
women have been provided with care that has allowed them to give 
birth to children free from HIV infection, and thousands have re- 
ceived support services that have allowed them to access and re- 
main in health care. 

Although we are making progress in providing services to people 
living with HIV, the epidemic continues and will be in need of our 
attention for some time to come. The President and Secretary un- 
derstand the dynamics and severity of the epidemic and they are 
committed to ensuring the Department’s HIV/AIDS programs are 
as effective as possible in preventing infection and treating those 
who become infected. 

We have recognized that as essential as the Ryan White CARE 
Act has been to serve Americans with HIV and AIDS, it is in need 
of revitalization to safeguard its critical mission. Despite record 
levels of funding, we continue to face waiting lists for life-saving 


^The prepared statement of Ms. Hopson appears in the Appendix on page 46. 
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funds through the ADAP and there are marked disparities in ac- 
cess to quality medical treatment across the country. As minority 
populations are increasing and disproportionately impacted by 
HIV/AIDS, changes to the existing systems of care designed for an 
earlier epidemic are increasingly urgent. 

Each year, CARE Act programs, primarily through grants to 
States, metropolitan areas, providers, and educators, we reach an 
estimated 571,000 people. Since AIDS was first recognized, the pat- 
tern and treatment of HIV disease has shifted. We now strive to 
manage HIV/AIDS as a chronic disease. Early diagnosis and im- 
proved access to HIV care and treatment are key to what the 
CARE Act stands for. 

The CARE Act programs are successful at counseling and test- 
ing. More than 800,000 HIV tests were administered in CARE Act 
sites. And the important thing to note is over 85 percent of the peo- 
ple tested in CARE Act sites returned for their results. We think 
that this is because the CARE Act sites are not only testing sites, 
but they are primary care delivery sites, as well. 

Going forward, we take great pride in the advances of HIV/AIDS 
care and treatment that have been made by the CARE Act pro- 
grams over the past 16 years. However, we are humbled by the sig- 
nificant challenges that remain for people living with HIV/AIDS 
who have nowhere else to go for care in an age of increasing HIV/ 
AIDS prevalence, increasing health care costs, and a growing bur- 
den of HIV among the uninsured and under-insured. 

The Administration has emphasized five key principles for reau- 
thorization of the CARE Act: Serve the neediest first; focus on life- 
saving and life-extending services; increase prevention efforts; in- 
crease accountability; and increase flexibility. 

The President has made fighting the spread of AIDS a top pri- 
ority of his Administration and he will continue to work with Con- 
gress to encourage prevention and provide appropriate care and 
treatment to those suffering from the disease. 

Today, people with HIV/AIDS are living longer, healthier lives, 
in part because of the CARE Act. In order to make this legislation 
more responsive in the future, the Administration urges Congress 
to take into account the above-stated principles in the reauthoriza- 
tion of the CARE Act. 

Thank you for the opportunity to discuss the Ryan White CARE 
Act today and for your dedication and interest in this important 
piece of legislation. 

Senator Coburn. Thank you. Dr. Hopson. Dr. Crosse. 

TESTIMONY OF MARCIA CROSSE, i DIRECTOR, HEALTH CARE, 
U.S. GOVERNMENT ACCOUNTABILITY OFFICE 

Ms. Crosse. Mr. Chairman, I am pleased to be here today to dis- 
cuss the AIDS Drug Assistance Programs, or ADAPs, that receive 
funds under the Ryan White CARE Act and to provide a summary 
of our report that we are releasing today, prepared at your and oth- 
ers’ request. The report discusses ADAP’s program design, their 
funding sources, and drug purchasing. It also discusses our exam- 
ination of State prenatal HIV testing and perinatal HIV trans- 


^The prepared statement of Ms. Crosse appears in the Appendix on page 55. 
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mission rates and State approaches to identifying and notifying 
partners of HIV-infected individuals. 

Despite progress in drug treatments and the reduction of AIDS 
mortality in the United States, challenges remain concerning the 
availability of these drugs for individuals with HIV or AIDS. Be- 
cause of the variation in program criteria, an individual eligible for 
ADAP services in one State may not be eligible for or receive the 
same ADAP services in another. ADAP income ceilings for individ- 
uals, program enrollment caps, and drug formularies vary consider- 
ably among ADAPs. 

For example, each ADAP determines a maximum income level or 
income ceiling as a criterion for an individual’s eligibility for enroll- 
ment. ADAPs reported income ceilings that range from 125 percent 
of the Federal poverty level in North Carolina to 556 percent in 
Massachusetts. Sixteen ADAPs reported that they had limits on 
the assets that individuals enrolled in the program are allowed to 
have. Twelve ADAPs reported having caps on program enrollment 
or on amounts expended per individual. And the total number of 
drugs ADAPs included on their formularies ranged from 20 in Colo- 
rado to 1,000 in Massachusetts, New Hampshire, and New Jersey. 

In order to make maximum use of the funding they receive, 
ADAPs are expected to secure the best prices available for the 
drugs on their formularies. ADAPs may, but are not required to 
purchase their drugs through the 340B Federal drug pricing pro- 
gram, under which drug manufacturers provide discounts on cer- 
tain drugs. HRSA has identified the 340B prices as a measure of 
ADAPs’ economical use of grant funds, but HHS does not disclose 
340B prices to the ADAPs. 

We found that some ADAPs reported prices that were higher 
than the 340B prices for selected HIV/AIDS drugs. However, these 
reported prices may not have reflected any rebates ADAPs eventu- 
ally received. While HRSA is responsible for monitoring whether 
ADAPs obtain the best prices available for drugs, it does not rou- 
tinely compare the drug prices ADAPs report to the 340B prices, 
and without the final ADAP rebate amount on a drug purchase, 
HRSA cannot determine whether the final drug prices paid were at 
or below the 340B price. 

We are recommending that HRSA require ADAPs to report the 
final prices they paid for drugs, net of any rebates, and that HRSA 
routinely determine whether these prices are at or below the 340B 
prices. 

Turning to approaches to reduce the spread of HIV, all 50 States, 
the District of Columbia, and Puerto Rico have policies or have en- 
acted laws regarding HIV testing of pregnant women to help re- 
duce the transmission of HIV to newborns. However, among the 
eight States we examined, three States followed CDC’s rec- 
ommendations to routinely include HIV tests in standard prenatal 
testing while allowing a woman to refuse to be tested for HIV. The 
other five States require that a woman specifically consent to an 
HIV test, usually in writing, before the test can be performed. But 
two of these States, as you noted, Connecticut and New York, have 
mandatory newborn testing if the mother has refused an HIV test. 
Six of the eight States report that the number of HIV-positive 
newborns has declined, however, in a positive development. 
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Among other efforts to reduce the transmission of HIV, States 
used various approaches in eliciting information from known HIV- 
infected individuals about their sexual partners. But the participa- 
tion of these individuals varies and not all partners can be reached 
to be notified. For example, CDC data showed that States inter- 
viewed between 46 percent and 100 percent of known HIV-infected 
individuals to elicit the identities of their partners and were able 
to notify between 42 percent and 83 percent of those partners that 
they had been exposed to HIV. 

Further, in the 12 States we examined, 10 have statutory or reg- 
ulatory provisions that require or permit the notification of part- 
ners, including spouses, without the consent of the known HlV-in- 
fected individual. However, in the remaining two States, Massa- 
chusetts and Minnesota, public health officials or the health de- 
partment may notify partners, including spouses, only with the 
consent of the HIV-infected individual. 

Mr. Chairman, this concludes my prepared remarks. I would be 
happy to answer any questions you or other Members of the Sub- 
committee may have. Thank you. 

Senator Coburn. Thank you. Dr. Crosse. 

Dr. Fenton, I am going to start with you, if I may. Four years 
ago. Dr. Gerberding stated in her first speech as Director of CDC 
that 40,000 or more new HIV infections occur every year in the 
United States and it was unacceptable and our goal is to substan- 
tially reduce and ultimately prevent. If you look at that chart ^ and 
the fact that CDC now admits at least 40,000 new infections every 
year, which has not declined, what is the explanation for that? 

Dr. Fenton. In reviewing that chart and in assessing our suc- 
cesses of our prevention interventions, I think there are two key 
questions that we need to ask ourselves. First, are we doing the 
right prevention interventions or do we have effective interventions 
and are we delivering them at the right level to have the necessary 
impact on our HIV epidemic? Or, second, as the epidemic is evolv- 
ing, are we actually targeting our prevention interventions in the 
right areas for the right communities at risk? 

CDC has a program of continually evaluating the effectiveness of 
our prevention programs. Over the past decade, we have been in- 
volved in monitoring the outcomes of our prevention activities and 
using our surveillance data to evaluate the effectiveness of our pre- 
vention interventions. We have systematically developed effective 
behavioral interventions and we have embarked upon a program of 
diffusing these effective interventions to communities and individ- 
uals at high risk of acquiring HIV. 

We have also used core prevention indicators to evaluate the ef- 
fectiveness of programs at the local level. Program consultants are 
required to interview our grantees to ensure that local implementa- 
tion of our prevention programs are being done as anticipated. 

Senator Coburn. Let me ask it in a little different way. We are 
going to spend over $20 billion this year in this country on domes- 
tic HIV/AIDS and we are climbing every year as we work on this 
very difficult problem. When are we going to see a decline in the 
new infections? Maybe we are not having more new infections. 


^The chart referred to appears in the Appendix on page 132. 
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maybe we are diagnosing more that were in the resilient popu- 
lation. That may be the answer. But if you were an average Amer- 
ican out there paying their taxes and — $18 billion to $20 billion, we 
started out very low and through the great work of AIDS activists, 
we are where we are today, when are we going to see that go this 
way? And this opinion, you are not going to be held to this. Just 
give us an opinion. [Laughter.] 

I have got 4 more years here. I promise I won’t hold you to it. 

Dr. Fenton. I am not in a position to say exactly when we are 
going to be seeing a decline or a change in the epidemic curve, but 
I do know that we have had successes in preventing HIV trans- 
mission in some areas. We are beginning to see declines in new 
HIV diagnoses among injecting drug users. And earlier in my testi- 
mony, I mentioned the declines and the successes in perinatal HIV. 

Senator Coburn. Right. 

Dr. Fenton. More recently, our surveillance data is suggesting 
that we are seeing reductions in new diagnoses among African- 
American women. So taken as a whole, it may be very difficult to 
predict exactly when we will see declines in new diagnoses, but we 
are seeing successes. I think the key is actually identifying what 
elements of our — why are we seeing the successes 

Senator Coburn. What is working and what isn’t? 

Dr. Fenton [continuing]. And ensure that we either extend these 
and continue to implement these nationally. 

Senator Coburn. Fifteen months ago, CDC unveiled its Advanc- 
ing HIV Prevention Initiative. How many States have enacted the 
recommendations and what is being done to assist all the States 
to adopt those recommendations? And by the way, for our audience, 
those are recommendations that just follow common public health 
precepts that have been proven for years to work which were just 
introduced by CDC 15 months ago. 

Dr. Fenton. The Advancing HIV Prevention Initiative was actu- 
ally launched in 2003 and there are a number of interventions 
which were included in those, including universal HIV testing of 
pregnant women, confidential partner notification, and rapid test- 
ing. I would like to report on our progress on each of these. 

Senator Coburn. OK. 

Dr. Fenton. As far as our interventions for pregnant women are 
concerned, in 2004, CDC recommended implementation of an opt- 
out testing approach in which women are notified that an HIV test 
will be routinely included in the standard battery of tests to be 
done. Since CDC’s recommendation for opt-out testing, seven 
States have specifically authorized opt-out prenatal HIV screening 
in legislation. In November 2005, the American College of Obstetri- 
cians and Gynecologists further published a legislative tool kit of 
State laws and suggested legislative language that should be used 
to actually aid the requirement of opt-out testing for pregnant 
women. 

As far as monitoring States and what exactly is happening as far 
as HIV testing and counseling is concerned, CDC conducted a sur- 
vey and analysis of all relevant State statutes addressing HIV test- 
ing and counseling. An electronic database of these State laws will 
be posted on the agency website within the next month. This infor- 
mation really has provided a very comprehensive inventory of laws 
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which really gives a sense of where States are in terms of requiring 
mandatory HIV testing, pre-testing and post-test counseling, and 
testing of pregnant women. 

As far as our progress on partner notification is concerned, it is 
a condition for all States receiving Federal funds for HIV and STD 
prevention that they should have confidential partner notification 
as a component of partner counseling and referral services. So all 
CDC grantees are expected to deliver on this intervention. 

And then finally, as far as rapid HIV testing is concerned, all 
CDC grantees are encouraged to use their HIV prevention funds to 
purchase rapid HIV tests for various clinical and non-clinical sites. 

Senator Coburn. Dr. Hopson, Department of HHS has an- 
nounced the Ninth Annual Ryan White CARE Act Grantee Con- 
ference in August, and according to the invitation letter, all partici- 
pants and presenters are responsible for their own travel, hotel, 
and registration fees; which should come from CARE Act funds. I 
have two questions for you. One is, is it really a necessity to have 
that conference every year when the bill hasn’t changed? And num- 
ber two, couldn’t that money be much better spent by redirecting 
it to an ADAP program? 

Ms. Hopson. Thank you. The Ryan White CARE Act grantee 
meeting is held every other year, so we don’t hold it every year, 
and we began holding it when the CARE Act programs were com- 
bined into the HIV/AIDS Bureau. So this is the fourth biannual 
meeting. What we have found is that it is the time where we are 
able to provide technical assistance to our grantees. 

As I said in my testimony, this is a time when the CARE Act 
hasn’t changed but the environment in which we are operating has 
changed. There are lots of changes in Medicare. There are changes 
in Medicaid. There are changes in other parts of the health care 
financing world, as well. There are also clinical changes and clin- 
ical updates. And so we use this as a time to provide technical as- 
sistance to our grantees. Because we have so many grantees, we 
are not able to get out and visit each one of them and we find that 
when we bring them together, they are able to learn from each 
other. This is a time that is well spent and money that we also be- 
lieve is well spent. 

Senator Coburn. How much money is it? 

Ms. Hopson. I will have to provide that for the record. 

Senator Coburn. Thank you. The President’s reauthorization 
principles that he put forward would require at least 70 percent of 
all CARE Act funds to be spent on primary medical care and treat- 
ment, and I heartily endorse that. Titles II and III are already 
spending more than 75 percent of their funds on such purposes, ac- 
cording to GAO. Title I does not, and I understand that most Title 
IV consumers already have their primary care paid for by either 
SCHIP or Medicaid. How do you envision the 75 percent primary 
care floor affecting the roles and services impacted by Title I and 
Title IV? 

Ms. Hopson. For Title I, we do realize that most of the money 
does pay for primary care medical services or medications and we 
believe most of the grantees — when you look at it overall about 54 
percent is the amount that they spend on primary care services. So 
we believe that if the law does pass and it says 75 percent must 
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be spent on primary care and treatment, then the grantees will 
have to look and see how they will reallocate funds so that they 
could meet that requirement. 

In terms of Title IV, we realize that there are many of the pa- 
tients who are eligible for Medicaid and receive their care paid for 
that way and we are looking to see what would be included in the 
primary care services. We broadly define that as not only services 
that are provided for people when they come in for care, but also, 
we need to provide outreach to get people in care and keep them 
in care. Those services are vitally important, particularly when you 
look at the Title IV population, which is largely minority women 
and their children. There are unique challenges that they face in 
order to get to care and to remain in care, and so we look at a 
package of services as part of comprehensive primary care. The 
Title IV program will try to reprioritize those services, or prioritize 
such that the Ryan White CARE Act does pay for the primary care 
services and the necessary support services to get people into care 
and to keep them in care. 

Senator Coburn. OK. I have gone over my 5 minutes. Senator 
Carper, I am going to come back for another round. 

Senator Carper. Good. Thanks. On our second panel, one of our 
panelists is Beth Scalco, who is, I think, the Director of the Lou- 
isiana HIV/AIDS program. Louisiana is, as we all know, now strug- 
gling with the aftermath of Hurricane Katrina, so it is arguably 
necessary that they have the flexibilities to address some of the 
new challenges. 

I have two questions. One is does the current Ryan White pro- 
gram do enough to give States like the Gulf Coast States and the 
localities the flexibility to address their specific needs? That is my 
first question. And second, is there anything more that we ought 
to be doing in this area? 

Dr. Hopson would you start with that and we will just take it 
from there. 

Ms. Hopson. Hurricane Katrina was certainly something that we 
have never seen the likes of before in this country and there are 
many systems that were impacted by that, including the Ryan 
White CARE Act program. There were many, many evacuees from 
New Orleans and the other parts of the Gulf region. Included in 
that evacuation were people who are living with HIV and AIDS. 
Many of them went to other parts of Louisiana, Alabama, Mis- 
sissippi that were not impacted by the hurricane. Others went to 
neighboring States like Texas or Georgia, but the evacuees ended 
up in many places around the country. 

The challenge has been to find all of those patients who were en- 
rolled and receiving care in the affected area and get them into 
care. 

Senator Carper. That is a pretty big challenge. 

Ms. Hopson. That is a big challenge, and one of the concerns 
that we have is that we have not found all of those patients. So 
that is a continuing challenge that we have. We are continually in 
contact with the States and with all of our grantees around the 
country to ask if they are still receiving patients who were dis- 
placed. 
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Senator Carper. Any idea if they have found as many as half of 
them, three-quarters of them? Just roughly? 

Ms. Hopson. We do have that information. I just don’t have it 
off the top of my head. 

Senator Carper. All right. 

Ms. Hopson. I can give you some specifics. We know that in 
Texas, there are over 800 evacuees who are receiving CARE Act 
services. Louisiana received 700 evacuees from New Orleans. We 
let the grantees know that they were able to have some flexibility 
so that Title I New Orleans dollars were able to be used by the 
Title II State. Also, Louisiana Medicaid provided funding to the 
Texas ADAP to purchase pharmaceuticals for Louisiana Medicaid- 
eligible clients. In Texas, they really did a yeoman’s job of decreas- 
ing the complexity of people being eligible for ADAP and were able 
to very quickly get people enrolled in ADAP, and many of the phar- 
maceutical companies, as well, immediately stepped up to the plate 
and were able to provide some free medications for people who 
were evacuees. 

So again, there were lots of things that were done. We were lim- 
ited, though, by the statute. There were people who were asking 
me constantly, well, can’t you just waive this and waive that? And 
I said, no, I don’t have the power to waive the statute. We still 
have to follow the law. 

Senator Carper. Excuse me for interrupting, but as we look to- 
ward reauthorizing the Act, and people especially like my colleague 
here, shouldn’t we be involved along with folks on the HELP Com- 
mittee? What ought we be doing to provide more flexibility, if that 
is appropriate? 

Ms. Hopson. Yes. 

Senator Carper. You can answer that for the record, but it is a 
timely question. 

Ms. Hopson. It is a great question. We have been having lots of 
discussions within the Department and I think I would like to pro- 
vide that answer for the record. 

Senator Carper. Sure. That would be great. 

Let me go back, if I could, to Dr. Fenton. I don’t think you have 
been asked enough questions yet, so I will ask you a few more. I 
understand CDC has suggested that HIV screening be conducted in 
maybe not all health care settings, but a whole lot of them, unless 
the patient declines. This seems like a laudable goal, but could you 
speak a little bit about how this would work on a practical level 
and how much it might cost to implement that kind of an ap- 
proach? Finally, how would we pay for it? It is like a three-part 
question. 

Dr. Fenton. It is. To address the first question first, which is 
which settings and how is this going to be implemented, the real 
background to this is really to begin to have a systematic strategy 
to really reduce the undiagnosed fraction of HIV in the general 
population, and we know that certainly in the American popu- 
lation, approximately 75 percent of individuals attend their health 
care provider or are seen by a health care provider in the previous 
year. So this is a huge opportunity for us to really escalate the up- 
tick of HIV testing in the population. 
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In our revised screening guidelines, the objective is to involve as 
many health care settings in this process by routinizing HIV test- 
ing and removing the barriers to HIV testing in the health care 
setting. In this respect, we are looking at involving all different 
kinds of health care settings where individuals aged 13 to 64 would 
be seen for routine health care. 

Senator Carper. Do you have some idea how much something 
like this might cost, and finally, who might pay for it? How might 
we pay for it? 

Dr. Fenton. OK. I don’t have the figures as to how much this 
might cost and I would like to provide that for the record? 

Senator Carper. All right. Who might pay for it? 

Dr. Fenton. We are looking at various strategies for paying for 
this. Certainly one area that we are looking at that we would be 
keen to pursue is exploring the ability for third-party payment for 
HIV rapid tests, or HIV tests, similar to other screening tests 
which are done in the population which are paid for by third-party 
payers. The objective would be to have HIV testing as being paid 
for in this manner. 

We also should remember that additional funds are being pro- 
vided by the Administration through CDC to support the purchase 
of rapid tests and we will be working very closely with our partners 
at State and local government as well as other HHS agencies to en- 
sure that rapid tests are provided in as many settings, both clinical 
and non-clinical settings, as possible. 

Senator Carper. All right. One last question for you. Dr. Fenton. 
I understand that CDC has stated that prevention counseling need 
not be conducted in conjunction with HIV testing. It seems like 
testing would be a logical point at which to give people information 
about how to reduce the risk of HIV infection. I am wondering if 
you can give us some more detail about CDC’s thinking in this 
area. 

Dr. Fenton. Absolutely. In thinking about the future of HIV 
testing in the United States, it is important to unlink the testing 
which is being recommended in clinical settings from that which is 
being recommended in non-clinical or community settings. There 
are no plans afoot to separate prevention counseling in the non- 
clinical settings. However, in clinical settings, what we are looking 
at is streamlining the HIV testing process so it becomes shorter, 
more efficient, and therefore, we begin to remove some of the bar- 
riers to HIV testing in the clinical settings. 

Individuals who are diagnosed positive as a result of the HIV 
tests would still have intensive prevention counseling to enable 
them to access appropriate treatment and care and prevention 
services. So that part of the process counseling for HIV-positive in- 
dividuals would not be lost. But it is crucial that if we are moving 
away from exceptionalization of HIV testing, that we really look at 
streamlining the HIV testing process, especially in clinical care set- 
tings, and removing the barriers, which are time constraints, con- 
cerns about stigmatization in providing HIV tests by health care 
providers, etc. 

Senator Carper. Dr. Crosse, would you care to comment on Dr. 
Fenton’s response? 
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Ms. Crosse. Senator, I don’t believe that we have the informa- 
tion from the work that we have undertaken to be able to speak 
specifically to his remarks. If you would like us to review that, I 
would be happy to do that and provide information subsequently. 

Senator Carper. Thank you, ma’am. 

All right, Mr. Chairman. That is it for me. Thanks. 

Senator Coburn. I think the answer to your question lies in the 
chart to your right. ^ A study released last August showed what the 
cost per infection prevented by the different intervention strategies, 
and to do HIV counseling with opt-in, one-on-one, the average cost 
is $110,000. 

I find it very interesting that in 1996, the Ryan White CARE Act 
reauthorization contained a requirement that as a condition of Fed- 
eral funding, all States require that a good faith effort be made to 
notify spouses of known HIV-infected patients that such spouse 
may have been exposed. We just heard testimony from Dr. Crosse 
that there are two States now that have to have the permission of 
the person who is infected, and the CDC has certified that all 
States are requiring with this requirement. 

How can CDC certify that if I am a spouse of somebody who is 
infected who doesn’t want to tell me that I am infected that they 
are, in fact, complying with the Ryan White Act? How can the CDC 
take that position in those States that require that? You don’t have 
to answer for the record. You can answer in written response, but 
it is very concerning to me because you hear Dr. Parham say she 
can’t waive the law, and yet my big problem through the years 
with CDC seems to be that oftentimes what is expedient is waived 
and what isn’t, isn’t. So I would love for you to answer that in writ- 
ing for us because you all have certified that, but we have had tes- 
timony today that is something different from that. 

Ms. Crosse. Mr. Chairman, if I could just add, in our review, we 
only examined the statutes in 12 of the States and so there may 
be additional States beyond those two 

Senator Coburn. Right. 

Ms. Crosse [continuing]. That have similar requirements. 

Senator Coburn. The two out of the 12, you had two where the 
trump card is if I am HIV infected and I don’t want my wife to 
know, she can’t know. The law says you have to not give people 
money who do that, and yet you certify they are all in compliance. 
Something isn’t right there. 

But go back to the chart, which I think is very revealing, and I 
think what the CDC is trying to address with their specialized non- 
clinical setting testing and everything else is how do we spend 
money most effectively to take this large group of undiagnosed peo- 
ple, 300,000, and find out their status so that we don’t enlarge the 
number of people who are unknown in their HIV status who are 
HIV-positive. But I think this chart is very revealing to us to know 
where to, in fact, spend our money most efficiently. 

Dr. Crosse made some mention about 340B testing in her re- 
ports, although they can’t be sure because they don’t have dis- 
counted net prices, rebate net prices. There is some concern that 
maybe efficiency of the present dollars in ADAP programs aren’t as 


^The chart referred to appears in the Appendix on page 133. 
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good as they should be because we are not getting a comparison of 
whether or not they are getting value. Based on what you have 
heard and based on what your plans are, what are HRSA’s plans 
to do about holding accountable and within the 340B to get more 
bang for our buck in terms of the dollars spent by ADAP? 

Ms. Hopson. There are a number of things that we do currently. 
One, HRSA does require the ADAP, as a condition of their grant 
award, to participate in a cost-saving measure that is equal to or 
more economical than the 340B program. Now, the problem comes 
is that HHS cannot disclose the 340B-covered entities, such as 
ADAPs, what the prices are because of confidentiality agreements 
between the government and the drug companies. So there is that 
challenge that we have. 

Senator Coburn. But her point was that you are not working 
with a real number because the numbers they are reporting to you 
is not rebate-adjusted. Is that correct? 

Ms. Hopson. Yes, that is correct. 

Senator Coburn. So basically, whatever you are doing with it, it 
is not a real number. So is there something you all plan on doing 
to say, you have to give us rebate-adjusted pricing? 

Ms. Hopson. There is another program within HRSA, the Office 
of Pharmacy Affairs, and they are not part of my Bureau, so that 
is why I am turning around to make sure I get the right answer. 
I know what we are doing in the HIV/AIDS Bureau. But we are 
working with the Office of Pharmacy Affairs that manages the 
340B program to make sure that the information that we get from 
our ADAPs is the information, the net price, essentially, of the 
drugs that we purchase through the ADAPs and that we give that 
information to the Office of Pharmacy Affairs who then can give us 
a range. They can’t give us the exact price, but they can give us, 
within range, as to what price — are we paying a fair price close to 
the 340B price or not. 

There are a number of things that Dr. Duke, the HRSA Adminis- 
trator, has put forward to the Department and has put in the 2007 
budget request so that we can improve the ability of the Office of 
Pharmacy Affairs to report to us and work with us so that we can 
have the accurate prices. On our end, in the HIV/AIDS Bureau, we 
are working with our grantees, the ADAPs, so that they will report 
the net price to us so that we then have an accurate number to 
compare to the 340B prices. 

Senator Coburn. So their observation has already been ad- 
dressed by HRSA. 

Ms. Hopson. Yes. 

Senator Coburn. The observation of GAO 

Ms. Hopson. We are in the process of — this is something we 
have proposed in the 2007 budget. We don’t have that 

Senator Coburn. Dr. Crosse, would you respond to that? 

Ms. Crosse. Our understanding based on HRSA’s response to 
our draft report was that the Office of Pharmacy Affairs was devel- 
oping a system that would assist the ADAPs in determining for 
themselves whether or not they were obtaining economical prices 
in their drug purchasing, but HRSA’s response indicated that it 
would be logistically difficult and require resources that they don’t 
have to carry out the kind of oversight and monitoring that we rec- 
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ommend they do and that this would not require the sort of man- 
ual comparison they indicated in their comments, but could be car- 
ried out electronically and could be carried out for a subset of the 
drugs. 

We, for example, in our review looked at just 10 drugs that ac- 
counted for 73 percent of the expenditures by the ADAPs so that 
they could, likewise, examine either on some rotating basis or with 
some subset that account for a substantial portion of spending, par- 
ticularly on the anti-retrovirals, what the actual prices finally are 
or are paid. But our understanding, our reading of their comments 
back to us was that they did not at this time intend to do that. 

Senator Coburn. I just want the panel to know, we are coming 
back to this, because every dollar wasted is somebody not treated. 
This is something that the law says and isn’t being carried out. 
You can’t waive it and I am going to be the enforcer. So just plan 
on about 4 months from now finding out what the response is, 
make sure it is in place, because we are going to have another 
hearing to ask about it. 

If Congress does not reauthorize the CARE Act by October 1, 
what will happen to the funding of States without names reporting 
or immature reporting systems? Dr. Hopson. 

Ms. Hopson. As you know, sir, because you were there in 2000, 
there is a requirement that by 2007, we must use HIV, not just 
AIDS, in the formula by which we distribute the Title I and Title 
II dollars. We are discussing that within the Department right now 
as to the options that we will use for those States that do not have 
that HIV data that is certified by the CDC, because we use data 
that is certified by CDC in order to make the funding decisions for 
Title I and Title II. 

Senator Coburn. So tell me again, what is going to actually hap- 
pen? 

Ms. Hopson. We are having discussions on various options now 
within the Department 

Senator Coburn. So you haven’t made a decision what is going 
to happen? 

Ms. Hopson. That is correct. 

Senator Coburn. OK. That is what I was wanting to get to. Is 
it important what the Ryan White CARE Act said in terms of the 
2001 bill? 

Ms. Hopson. Absolutely. 

Senator Coburn. OK. Well, I have several other questions for all 
of you. I am not going to keep you here for that. I will submit the 
rest in terms of written format. I would very much appreciate your 
response in 2 weeks, if you can, and I know those have to be 
cleared, so I am patient. 

But this one issue on ADAP pricing and comparison, whether or 
not we are getting a good deal, the drug companies don’t need to 
make any more money. They can afford to sell at a reasonable price 
to ADAPs if they can afford to sell to anybody. It is my concern 
that this be addressed very quickly because it is money going out 
of the door that shouldn’t be going out of the door. Or, it may not 
be a problem at all, but the point is, we need to know whether it 
is. The GAO seems to think it may be, but we don’t know. So I 
want to make sure that is addressed. 



20 


I would also invite you to stay to hear our next panel, because 
I think they have information you all can use, and oftentimes gov- 
ernment witnesses don’t stay and they don’t have the benefit of 
really getting the feedback that would be beneficial. 

Thank you all so much for your testimony and thank you for 
being here. 

Senator Coburn. Our next panel consists of Michael Weinstein, 
who is President of HIV Healthcare Foundation, the Nation’s larg- 
est provider of HIV/AIDS medical care. Since 1986, Mr. Weinstein 
has been a leader in the fight against HIV and AIDS. As President 
and co-founder of AIDS Healthcare Foundation, he oversees a $140 
million organization whose mission is to provide cutting-edge medi- 
cine and advocacy regardless of one’s ability to pay. They currently 
serve 30,000 clients in the United States, Africa, Central America, 
and Asia. The Foundation now operates 14 outpatient AHF health 
care centers in California and Florida. They also operate seven 
pharmacies, a clinical research unit, a disease management pro- 
gram through the State of Florida, and the first capitated Medicaid 
managed care program for people with AIDS. 

Beth Scalco is Director of the HIV/AIDS program for the State 
of Louisiana’s Office of Public Health. The HIV/AIDS program 
under her direction has the primary responsibility for overseeing 
Louisiana’s response to the AIDS epidemic, including all prevention 
and care activities. Her office administers the Ryan White Title II 
program, including the ADAP program, the HOWPWA program, 
the Centers for Disease Control and Prevention surveillance coop- 
erative agreements, and the State general funds for AIDS. She has 
been working in the field of HIV/AIDS since 1985. 

Welcome, both of you. Ms. Scalco, I think I will ask you to go 
first, since I introduced you second. 

TESTIMONY OF M. BETH SCALCO, DIRECTOR, i HIV/AIDS PRO- 
GRAM, LOUISIANA OFFICE OF PUBLIC HEALTH, AND PAST 

CHAIR OF THE NATIONAL ALLIANCE OF STATE AND TERRI- 
TORIAL AIDS DIRECTORS (NASTAD) 

Ms. Scalco. Good afternoon, Mr. Chairman. My name is Beth 
Scalco and I am the Director of the HIV/AIDS program for the 
State of Louisiana. I am also the past Chair of the National Alli- 
ance of State and Territorial AIDS Directors (NASTAD). I want to 
thank you for inviting me to speak with you today. 

State AIDS directors appreciate the longstanding support of the 
U.S. Senate for the Ryan White CARE Act programs, and assuring 
that all persons with HIV/AIDS, regardless of their geographic lo- 
cation, have equal access to appropriate and high-quality HIV/ 
AIDS services is our highest priority. I would like to share with 
you some views of my fellow State AIDS directors in addition to 
some views from the State of Louisiana. I have limited my com- 
ments to those that address increasing access to prevention serv- 
ices provided by State health departments, including testing and 
access to life-saving drugs provided by the AIDS Drug Assistance 
Program. 


^The prepared statement of Ms. Scalco appears in the Appendix on page 64. 



21 


As you said, Louisiana HIV/AIDS program administers the HIV/ 
AIDS prevention and care programs funded by both State and Fed- 
eral funds. HIV infections have penetrated both our metropolitan 
areas as well as our rural areas in our State. In 2004, the State 
of Louisiana had the 11th highest number of AIDS cases reported 
and the fifth highest AIDS incident rates in the Nation. There were 
a total of 25,846 cumulative cases of AIDS reported in Louisiana 
and there are currently 14,793 individuals living with HIV/AIDS in 
Louisiana as of March 2006. 

In 2005, we identified 967 new HIV/AIDS cases in Louisiana. We 
normally identify around 1,100 cases in Louisiana, and I am sad 
to say, I do not think that HIV infection decreased. I believe that 
is a result of the impact on our ability to test in the months fol- 
lowing Hurricane Katrina. 

In the Federal fiscal year 2006, Louisiana received over $22 mil- 
lion in Ryan White CARE Act funding. We received $6 million for 
Title II base, $15 million for ADAP, and $950,000 for our emerging 
communities, which is Baton Rouge, Louisiana. Our Title I EMA, 
which is New Orleans, received $7.4 million. We received close to 
$5 million in HIV prevention cooperative agreement funds and $1.6 
million for our surveillance cooperative agreement. 

The State of Louisiana contributes approximately $2.5 million 
specifically for HIV prevention activities in Louisiana. In addition, 
they contribute over $9 million for care and treatment of people 
who are HIV infected through the State’s public hospital system. 
This is in spite of Louisiana’s ongoing budget deficits both prior to 
the hurricane, and I, unfortunately, have to say, I do not believe 
that they will not be able to continue this contribution as a result 
of the hurricane. 

State public health agencies serve an essential and a unique role 
in the delivery of HIV/AIDS prevention, care, and treatment pro- 
grams. The agencies are entrusted through the U.S. law as the cen- 
tral authorities of the Nation’s Public Health System and as such 
bear the primary public sector responsibility for health. State Pub- 
lic Health responsibilities include disease surveillance, epidemi- 
ology, prevention programs, immunizations, emergency prepara- 
tion, provision of primary health care services for the uninsured 
and the indigent, and overall planning and coordination, adminis- 
tration, and physical management of Public Health Services. 

The President’s 2007 budget includes $93 million, of which $86 
million is new funding, to increase testing in medical settings, 
make voluntary testing a routine part of medical care, and to cre- 
ate new testing guidelines, models, and best practices. The Presi- 
dent’s initiative will prioritize funding for regions with the highest 
number of new cases as well as focusing on incarcerated persons 
and injection drug users. 

State AIDS directors support the President’s request for $86 mil- 
lion in new funding for domestic HIV prevention and believe that 
this funding should be allocated via the prevention and surveil- 
lance cooperative agreements with State and local health depart- 
ments. State and local health departments already fund HIV test- 
ing in a variety of venues in communities and they are in the best 
position to maximize the potential of the President’s testing initia- 
tive. 
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However, testing alone will not prevent new infections. Funds 
must be increased to make up for 3 years of cuts, which have ham- 
pered the ability of State health departments to implement CDC’s 
Advancing HIV Prevention Initiative. 

In addition, resources for surveillance are sorely needed, as the 
Federal Government shifts prioritization from AIDS to HIV case re- 
porting and funding for core surveillance activities has eroded sig- 
nificantly in recent years. 

State AIDS directors support the delivery of HIV prevention 
services in primary care settings as a standard of care. Studies in- 
dicate that HIV-positive individuals who are aware of their status 
take steps to protect their partners from infection, with 70 percent 
reporting reductions in risky behaviors. Health departments use 
partner counseling and referral services as one tool to identify HIV- 
positive individuals and ensure their linkages to medical support 
and prevention services. 

Research has found PCRS to be a very cost-effective strategy for 
identifying HIV-infected persons who are unaware of their 
serostatus. State AIDS directors support the continuation of fund- 
ing for PCRS through CDC cooperative agreements with States and 
the directly-funded cities. 

The State AIDS programs have been one of the largest imple- 
mentors of HIV rapid testing programs. We have long supported 
the development and approval of rapid testing and worked collabo- 
ratively with Congress and the Administration to ensure rapid 
tests were considered for a CLIA waiver. In several jurisdictions 
and in certain settings, barriers to rapid testing exist. It is a com- 
plex testing technology. In addition, it is more costly to implement 
than traditional testing. 

The CARE Act is a safety net under other public programs, such 
as Medicaid and Medicare. The Ryan White programs must adapt 
to fill gaps particular to the individual State. ADAPs work closely 
with the State Medicaid programs and Medicare Part D to ensure 
that ADAPs remain the payer of last resort. Annually, ADAPs 
serve approximately 136,000 clients, or about 30 percent of the peo- 
ple living with HIV/AIDS estimated to be receiving care in the 
United States. 

In fiscal year 2005, States were dependent on State contributions 
to their ADAP programs and pharmaceutical discounts and rebates 
to sustain their AI)AP programs, as the increase in Federal dollars 
for ADAPs was extremely limited. ADAPs receive the lowest prices 
in the country for anti-retroviral therapies. In 2003, NASTAD 
established the ADAP Prices Task Force to negotiate with the 
pharmaceutical industry on behalf of all ADAPs, and as a result of 
this highly successful public-private partnership, the task force 
achieved supplemental discounts and rebates beyond those man- 
dated by the 340B program and price freezes that have resulted in 
over $300 million in savings over the past 3 years. 

Ten years after the advent of highly active anti-retroviral ther- 
apy, the lives of people living with HIV/AIDS have been greatly 
extended. Therefore, individuals are remaining on our ADAP pro- 
grams for lifetimes. ADAPs across the country continue to encoun- 
ter significant challenges in fiscal stability while adequately serv- 
ing the growing number of people with HIV and AIDS. 
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For 2007, State AIDS directors seek an increase of $197 million 
for ADAPs to maintain those that are currently enrolled and to 
meet the growing demand of new clients and to strengthen ADAPs’ 
abilities across the Nation to provide the PHS standard of care and 
treatment. 

Senator Coburn. Could you summarize, please? You have gone 
past your 5 minutes. 

Ms. SCALCO. Sure. I would like to summarize by saying that, first 
of all. State waiting lists for the ADAP programs are only one indi- 
cator of need, that many ADAPS have other restrictions in place, 
and to solely distribute money on the basis of a waiting list is not 
an equitable way to do it. 

I would also like to take one moment to address the issue of Hur- 
ricane Katrina and the State of Louisiana, and particularly since 
you asked the question about the flexibility provided by our Fed- 
eral partners. What we found is that the flexibility was lacking and 
that, in fact, what occurred is that while we were trying to piece 
programs back together and provide services to clients, what basi- 
cally was occurring is that we were also having to meet administra- 
tive requirements that could not be waived, which was not nearly 
as important as assuring that people had access to treatment and 
care. We also needed to have waivers of certain conditions of award 
and that has not been possible. The transfer of funding between 
Title I and Title II, which should have been an easy thing to do, 
actually could not be done without amending 20 contracts through 
the State of Louisiana’s contract system. 

And so in that, I would say I would appreciate in the Ryan White 
CARE Act reauthorization if there is an emergency provision that 
would address this problem. Thank you. 

Senator Coburn. Thank you. Mr. Weinstein. 

TESTIMONY OF MICHAEL WEINSTEIN/ PRESIDENT, AIDS 
HEALTHCARE FOUNDATION 

Mr. Weinstein. Senator Coburn, Senate staff and the audience, 
as President of the largest AIDS organization in the United States, 
I am deeply concerned about the lack of access to HIV medical care 
for half a million Americans. As we approach the 25th anniversary 
of the identification of the first cases of AIDS, I am troubled by our 
lack of progress in treating HIV and controlling the epidemic in 
this country. 

Our No. 1 priority in all matters relating to AIDS should be pro- 
tecting the public health. With half the people who are positive not 
in treatment, including many who do not even know their status, 
we cannot control the spread of this disease nor adequately help 
the people who have it. 

AIDS Healthcare Foundation’s primary mission is the medical 
treatment of HIV in this country and across the globe, serving 
32,000 patients. In several of the communities AHF serves, HIV 
patients are dangerously underserved. As an example, Alameda 
County, which includes the City of Oakland, is only spending 10 
percent of its Ryan White CARE Act monies on primary medical 
care. The Magic Johnson Clinic, which we operate in Oakland, is 


^The prepared statement of Mr. Weinstein appears in the Appendix on page 76. 
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largely unfunded and specialty referrals are almost impossible to 
obtain. Despite the fact that Alameda County has declared a state 
of emergency around HIV, much more money is being spent on so- 
cial services than medicine. At our Magic Johnson Clinic in Jack- 
sonville, Florida, the situation is similar. 

Ten years after the discovery of the miraculous drug cocktails 
that have made HIV a treatable illness, we are treating HIV as if 
it is a death sentence that it was in the 1980s. We reauthorized 
the Ryan White CARE Act 5 years ago without making the nec- 
essary adjustments to reflect the progress we have made in treat- 
ing patients, and there are some who would have us do this again 
this year. 

We know what it takes to control this disease. We must identify 
most of the carriers and get them into treatment, and we must ef- 
fectively educate the uninfected population. Despite billions of dol- 
lars a year in expenditures to combat AIDS, we are failing on all 
counts. One need merely look at the numerous countries, both rich 
and poor, that are succeeding where we have failed to understand 
why. We don’t do enough tests. We don’t provide enough money to 
treat. We are spending too much money on drugs. We are not put- 
ting sufficient responsibility on the infected person to protect their 
partners. 

Until we have treatment readily available to everyone who needs 
it, we will continue to have more and more AIDS cases. Until test- 
ing is taken out of the rarified atmosphere of an anonymous test 
site and integrated into mainstream medical care in hospitals, clin- 
ics, and doctors’ offices, we will not identify many of the people who 
are positive. Until we tell the drug companies that the U.S. Gov- 
ernment will not write a blank check for purchasing HIV drugs, we 
will continue to have waiting lists for the AIDS Drug Assistance 
Program. Until we are honest with people about the consequences 
of becoming infected by HIV, which is not a day at the beach, as 
the drug company ads portray it as, we will fail to fight AIDS effec- 
tively in America. 

The solutions are quite simple. If you want to improve access to 
care, require that the lion’s share of Federal dollars be spent on 
treating the disease. We are doing this in Los Angeles. The result 
is an extensive network of outpatient clinics, both public and pri- 
vate, across the vast geography of Southern California. Alameda 
County would have the same diversity of treatment options if most 
of their money were not being spent on food, housing, transpor- 
tation, case management, and everything else. 

If you want to find more positives, you need to test more people 
in a fast, convenient, and cost-effective manner. Routine testing in 
health care settings without onerous counseling requirements is 
the only way to go. 

If you want to make drugs more accessible to more patients, you 
cannot pay higher and higher prices for each new generation of 
drugs, including those that are developed at government expense, 
thus eating up most of the new money that Congress has appro- 
priated. 

If we identify more people who are positive and get them into 
treatment, the number of new infections will go down. If it goes 
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down below the number of deaths, then the number of people living 
with HIV will be less each year rather than more. 

We need to resolve to put the money where it is most needed to 
stop AIDS. Rural areas and cities with emerging epidemics must 
get a bigger piece of the pie. Distributing funds based on where the 
epidemic was 10 years ago will not help us fight it where it is 
found today. The people most hurt by this are people of color, who 
represent the overwhelming majority of new cases of AIDS. 

Public health and politics are a dangerous mix. Too many deci- 
sions about how to address AIDS have been made on the basis of 
how one constituency or another must be appeased. This has led 
to a piecemeal, half-hearted approach that has led us to where we 
are now. There is no more fundamental function of government 
than the protection of the public health. 

I strongly urge the Congress to reauthorize the Ryan White 
CARE Act in a fashion that will protect generations to come from 
this devastating illness, and I would ask you to take another look 
at other areas of AIDS spending, such as vaccines and research, 
where there is enormous waste of public resources. If these changes 
are adopted now, I am confident that in the United States — this 
has happened in a country like Uganda, that I returned from last 
week and I have visited eight times — we will have less AIDS down 
the road rather than more. Thank you. 

Senator Coburn. Thank you. 

Ms. Scalco, I may have heard you wrong, and I skimmed your 
testimony. Was it your testimony that rapid testing is more expen- 
sive than standard counseling testing and results? Is that your tes- 
timony? 

Ms. Scalco. Rapid testing is more expensive to implement than 
doing Orasure testing and it has to do with the cost of the kit and 
the cost of the controls and the cost of the other supplies related 
to rapid testing. 

Senator Coburn. As compared to an Orasure test? 

Ms. Scalco. Yes. 

Senator Coburn. OK, which can be, in fact, done very easily? 

Ms. Scalco. Yes. However, with the Orasure, you have to wait 
approximately 2 weeks for results. We are very much in favor of 
rapid testing. It has given us the ability to get results to people 
much quicker and it assists with people who don’t return for their 
results. 

Senator Coburn. We know many thousands of people don’t come 
back every year 

Ms. Scalco. Right. 

Senator Coburn [continuing]. Who test positive. 

Ms. Scalco. So, yes, we would like to implement more rapid 
testing. 

Senator Coburn. But you are looking at the cost of the test only. 
You are not looking at the cost of the test to identify. 

Ms. Scalco. Yes. We are looking at the costs of the actual test 
as being more expensive. 

Senator Coburn. But the cost to identify that somebody is HIV- 
positive, a rapid test is far less expensive than the other 

Ms. Scalco. That is correct. 

Senator Coburn. OK. I wanted to clarify that. 
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Mr. Weinstein, we have known each other for quite some time. 
You just espoused in your testimony a true public health approach 
to HIV. My thought on this as I listened to the testimony from 
CDC, 10 years ago, I tried to get the CDC to do testing for newborn 
infants. It was blocked. The American College of Obstetricians and 
Gynecologists was against it. Gary Ackerman and myself, bipar- 
tisan, one Democrat liberal, one Republican conservative, were to- 
tally blocked by the political forces. 

So I take what you say very seriously, but my response is, how 
do we get other people embracing public health strategies instead 
of political strategies when it comes to HIV? How do you help me 
do that? 

Mr. Weinstein. Just in the last 2 weeks, we passed historic leg- 
islation in California to bring about names reporting for the first 
time. It took us a long time, but we built a coalition and in the end, 
it was unanimous. 

Senator Coburn. Why did that happen? 

Mr. Weinstein. It happened, first of all, I believe immodestly, 
because groups like us were willing to stand up and say it was nec- 
essary. I think also, when we enacted the code system, it was hor- 
rible. And then lastly, the threat of losing Ryan White CARE Act 
funds. But whatever it took, it happened. 

We have a bill in the legislature now to simplify testing. We are 
talking about routine testing. Let me tell you how it actually works 
in the field today. It takes longer to do a routine test because of 
the regulations of CDC and the State of California than it took pre- 
viously to do the other test. It takes 40 minutes to do a test. Now, 
how many people can we test if we do that? 

Also, in this country, if you want to get a free test in most places, 
you are required to answer a long list of intimate sexually explicit 
questions to a total stranger. If you go to a doctor, you don’t have 
to do it. But if you want to do it in a public setting, the price you 
have to pay is to answer questions about the most intimate aspects 
of your life. I don’t think that is right. 

Also, it was said earlier by the CDC that in a doctor’s office, we 
are going to uncouple counseling from testing. But in the public 
setting, we are not going to do it. Well, that is wrong, I would say, 
because 80 percent of the people we test, and we have the largest 
testing program in California, are repeat testers. No. 1, they have 
the information, and No. 2 , the last word they hear in that coun- 
seling session is “negative” or “positive.” If a person is positive, 
they need intensive counseling not just on that occasion, but fol- 
lowing it, as well, to make sure they get into care. We have to be 
practical. 

If we are actually going to test more people, we have to do it dif- 
ferently, and also, I would say, I am sure this will not be a surprise 
to you to hear, but what is enacted in Congress is not implemented 
in many cases. The reality is across this country that women are 
not informed that their husbands or boyfriends are infected with 
HIV. Most women who we treat, and we have a large women’s pro- 
gram, have no known risk factor for HIV. I don’t know how long 
we have been talking about it, but it is not happening. And I think, 
again, going back to your question about how we enacted names re- 
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porting, unless there is a concrete penalty for not doing it, it will 
never be done, and I think that is a terrible thing. 

Senator Coburn. Why is that? I mean, if this is a public health 
strategy we use in other areas, why is it that CDC won’t move to 
a common sense public health strategy that works? I am not saying 
that they haven’t made some movement. They have, and I com- 
pliment them on that. But I am the author of informed science 
about the effectiveness of condoms that passed this Congress in the 
year 2000 which still hasn’t been implemented by the CDC saying 
people ought to know the level of protection they get from a 
condom. With HIV, it is wonderful. It is great. With many other 
diseases, it is not. But that is never a part of the counseling. 

The point being is how do we get to the point where we embrace 
public health strategies where we can save lives, where we can pre- 
vent, in fact? How do we move past the politics? In other words, 
you are out there on the activist side of this. Ms. Scalco is on the 
implementation side of it. How do we move to where we get policies 
that are efficient and effective, that save lives, move the ball for- 
ward, spend the money where it is going to give us the best return 
in terms of life and quality of life? How do we move to that? How 
do we build that? 

Mr. Weinstein. Well, I would argue that since we are fighting 
AIDS as a global effort, and I know there is always a tension be- 
tween States’ rights and Federal directives, but there are laws in 
California and elsewhere that prevent many of these things from 
being done, as you heard earlier. Therefore, I think that because 
you can’t fight AIDS town by town and city by city and State by 
State, I think there ought to be a Federal standard that is en- 
forced, at least in some of these areas. 

And I think that when it comes to partner notification, it 
shouldn’t be voluntary, because if there is a group of sexually ac- 
tive people and they know that they have a risk, they are making 
that as an informed choice. But a woman who is not aware that 
her husband or a woman who is not aware that her boyfriend is 
using drugs or is bisexual is not able to make that choice. I think 
that is a societal obligation and I don’t see any problem, really. 
Given the fact that the Federal Government is the primary funder, 
I don’t see a problem with the Federal Government requiring in ex- 
change for that funding that this be universal. 

Senator Coburn. If somebody is diagnosed with syphilis in one 
of your clinics, is there mandatory reporting of that? 

Mr. Weinstein. Yes. 

Senator Coburn. Is there partner notification? 

Mr. Weinstein. Ineffectively, but it is supposed to. It is not done 
effectively, but yes, there is. 

Senator Coburn. It is supposed to be, though? 

Mr. Weinstein. It is supposed to be. It is done to some extent, 
but not as fully as it should be. 

Senator Coburn. But it is supposed to be. 

Mr. Weinstein. Yes. 

Senator Coburn. And there are statutes and regulations to back 
that up. 

Mr. Weinstein. Yes. 
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Senator Coburn. Would you consider HIV more deadly than 
syphilis? 

Mr. Weinstein. Oh, there is no question about that. 

Senator Coburn. So why would we not have the same policy for 
a disease that is more deadly? 

Mr. Weinstein. How I look at it is if you look hack over 25 years 
and you look at the ineffective Federal response, you look at the 
stigma and discrimination that was even more intense then but 
still exists now, myself and many activists felt that the first order 
of business was privacy, protection, and rights. I think that what 
the problem is, that we had a revolution in treatment of HIV and 
when the disease goes from being a death sentence to being a man- 
ageable illness, things change. When you look back historically 
about how we used to handle breast cancer, when Betty Ford and 
Nancy Reagan came out publicly about it, all of a sudden, the para- 
digm shifted and now there is public discussion and advocacy. It 
is totally transformed. 

So, I mean, it takes a while to catch up to these technological 
changes, but I think ^idance needs to be given, again, by the Fed- 
eral Government, which is the most expert. The Centers for Dis- 
ease Control is the most expert. They know what works. I think 
they should give that guidance. 

Senator Coburn. Thank you. Ms. Scalco, you all have an EMA 
in New Orleans. Were funds transferred from that EMA to help 
you with some of the programs that you had during the midst of 
this hurricane and the things that followed thereafter and the dis- 
ruption in care and treatment for patients? 

Ms. Scalco. Yes. We ultimately were able to transfer funds 
through contractual arrangements so that the funding could follow 
clients who had evacuated to other parts of the State. 

Senator Coburn. Is Louisiana put at a disadvantage because 
under the former formula we are using former AIDS diagnosis in- 
stead of HIV? Would Louisiana benefit in terms of funding for- 
mulas if the basis was where the disease is now and not where it 
used to be? 

Ms. Scalco. We believe that we may benefit. We believe that we 
could have benefitted if that had been instituted earlier in the epi- 
demic. I think right now, we need to see where other States stand 
in terms of their HIV infections. But we definitely 

Senator Coburn. We have run those numbers. You will benefit, 
I promise you. 

Ms. Scalco. Yes, we may benefit, and in actuality, we are serv- 
ing people who are HIV infected and so we would like them count- 
ed in the formula distribution. 

Chairman CoBURN. I have several other questions, but I am 
going to shorten our hearing because we have something on the 
floor at 4 o’clock. I want to thank you for your testimony. I am com- 
mitted for us to getting the Ryan White CARE Act reauthorization. 
It doesn’t have to be mine. It does need to address the public 
health aspects of this. It does need to address diagnosis, preven- 
tion, but also care and medical treatment of those who have it. We 
know this is a disease that can be controlled. We also know that 
with the early testing, we can markedly decrease the number of po- 
tential infections in the future coming from that one vector, and so 
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it is important that we all figure out where we can find the most 
common ground and get this to happen before the end of this year. 

I appreciate your work, both of you, in terms of trying to get this 
done, and the others that have been here today. My commitment 
is to work to get that done. 

Thank you very much. The hearing is adjourned. 

[Whereupon, at 4:07 p.m., the Subcommittee was adjourned.] 




APPENDIX 



Testimony 

Before the Committee on Homeland Security and 
Governmental Affairs 

Subcommittee on Federal Financial Management, 
Government Information and International Security 
United States Senate 


CDC’s Progress in Reducing Barriers to 
HIV Testing and Improving 
Opportunities for Early Diagnosis 

Statement of 

Kevin Fenton, M.D., Ph,D. 

Director 

National Center for HIV, STD, and TB Prevention 
Centers for Disease Control and Prevention 
U.S. Department of Health and Human Services 



W MMl’Pifflll’ 


For Release on Delivery 
Expected at 2:30 pm 
Wednesday, April 26, 2006 


( 31 ) 




32 


Introduction 

Good afternoon Mr. Chairman and Members of the Subcommittee. My name is 
Kevin Fenton and I am the Director of the National Center for HIV, STD, and TB 
Prevention at the Centers for Disease Control and Prevention (CDC). Thank you 
for the opportunity to discuss CDC’s progress in reducing barriers to HIV testing 
and improving opportunities for early diagnosis and linkage to care. 

Twenty-five years ago, the first cases of AIDS were reported in the United States. 
Although the struggle to prevent new HIV infections is not over, we have made 
substantial progress and achieved major successes. For instance, the dramatic 
decrease in mother-to-child (perinatal) HIV transmission is one of the great 
success stories of HIV prevention. CDC estimates that between 140 and 230 
infants infected with HIV through mother-to-child transmission were born in the 
United States in 2002 - a substantial reduction from the estimated peak of 1,750 
HIV-infected infants born each year during the early to mid-1990’s. These 
declines are due to multiple interventions, including routine voluntary HIV testing 
of pregnant women, the use of rapid HIV tests at delivery for women of unknown 
HIV status, and the use of antiretroviral therapy by HIV-infected women during 
pregnancy and by infants after birth. 

We have also seen declines in the number of HIV and AIDS cases attributed to 
injection drug use. For example, from 2000 to 2004 the number of AIDS cases 
attributed to injection drug use has declined by about 15%. 
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Despite these major successes, HIV infection and AIDS remain a leading cause 
of illness and death in the United States. The numbers are sobering-through 
December 2004, an estimated total of 944,306 persons have been diagnosed 
with AIDS and 529,113 (56%) of these persons have died, CDC estimates that 
currently 1 to 1.2 million people in the United States are infected with HIV, and of 
these, 252,000-312,000 (roughly a quarter) are undiagnosed and at high risk for 
transmitting HIV. This undiagnosed group is of great concern to us because they 
are not able to take advantage of medical treatment and because we believe that 
infections transmitted by people who are unaware that they are HIV positive 
account for more than half of new HIV infections each year. Knowledge of one’s 
HIV infection can help prevent the spread of HIV to others. When people know 
their status, they are more likely to protect their partners from infection. For 
these reasons, efforts to increase HIV testing and diagnosis are an important part 
of CDC's HIV prevention strategy. 

Early Diagnosis Efforts 

The advances made in HIV treatment have dramatically improved HIV/AIDS 
survival rates, especially since 1996, when highly active antiretroviral therapy first 
became available. However, insufficient progress has been made in effecting 
earlier diagnosis. In 2004, an estimated 39% of persons diagnosed with AIDS 
first tested positive for HIV within 1 year of their AIDS diagnosis — a modest 
improvement — compared with 51% of those diagnosed from 1990 to 1992. 
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Those who develop AIDS soon after their H!V diagnosis likely have been infected 
with HIV for years without knowing it and thus have not received the benefits of 
medical treatment or preventive services. Persons tested late in their infection 
are more likely to be African-American or Hispanic and to have been exposed 
through heterosexual contact. 

Currently, CDC has a number of efforts underway to encourage early diagnosis 
of HIV infection. In 2003, CDC launched the Advancing HIV Prevention initiative 
(AHP), which reinforces CDC’s evidence-based approach that routine HIV testing 
implemented in a variety of settings will reduce barriers to HIV testing, will 
improve opportunities for early diagnosis and linkage to prevention and care, and 
will help reduce the number of new infections. CDC also encourages its funded 
partners — state and local health departments and directly funded community- 
based organizations — to take HIV testing out into the community by using rapid 
tests in nontraditional settings and in health care settings that provide episodic 
care, such as emergency rooms. In addition, CDC is currently updating 
guidelines fortesting in health care settings, making HIV testing more routine. 
Finally, the President’s 2007 budget contains an increase in funding aimed at 
increasing the number of people who know their HIV serostatus through 
promoting rapid testing in areas with a high incidence of HIV infection. 

Advancing HIV Prevention Initiative 
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The AHP initiative represents a multi-agency collaboration within the Department 
of Health and Human Services and consists of four key strategies for HIV 
prevention: make HIV testing a routine part of medical care; implement new 
models for diagnosing HIV infections outside medical settings; prevent new 
infections by working with persons diagnosed with HIV and their partners; and 
further decrease perinatal HIV transmission. 

In 2003, nine health departments and 16 community-based organizations were 
awarded $23 million for 2-year demonstration projects to develop models for 
demonstrate effectiveness in implementing the four AHP strategies. One project 
used social network strategies to reach persons at high risk for HIV infection in 
communities of color and demonstrated the feasibility of using these social 
networks to encourage HIV counseling, testing, and referral services. These 
strategies involve enlisting HIV-infected and high-risk HIV-negative individuals in 
affected communities to encourage members of their social, sexual, and drug- 
using networks who may be at risk for HIV to be tested. Of the 3,139 network 
associates tested though this project, 173 of them tested HIV positive (a positivity 
rate of 5.5%), which is over 3 times the average prevalence reported by publicly 
funded counseling, testing, and referral sites. This strategy proved to be 
successful in reaching persons with undiagnosed HIV infection and to be an 
efficient and effective route to access HIV-infected persons. As a result in 2005 
CDC issued a “Dear Colleague" letter in 2005 that formally encouraged funded 
grantees to implement the social networks strategy. CDC is currently developing 
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a social networks toolkit, an implementation manual, and training curriculum that 
includes technical assistance strategies for CDC grantees targeting women of 
color and men who have sex with men, 

A second AHP demonstration project, the Antiretroviral Treatment Access Study 
II (ARTAS II), explores the effect of linked case management on getting HIV- 
infected persons into care. In the linked case management approach, a person 
who has recently received an HIV diagnosis is assigned a case manager to 
ensure that he or she accesses HIV primary care. 

ARTAS 11 is a follow-up to the ARTAS I study, which showed that when persons 
with a recent diagnosis of HIV infection meet up to 5 times in a 3-month period 
with a case manager, they have a greater chance of being linked to care. In 
comparison, persons with a recent diagnosis of HIV infection who receive only a 
passive referral are less likely to be linked to care. ARTAS II will compare linkage 
rates to HIV care providers before and after instituting linked case management. 
The study findings will strengthen our understanding of how well linked case 
management works in HIV program settings in the United States. CDC is also 
working with the Health Resources and Services Administration (HRSA) to 
develop additional strategies to link newly diagnosed persons to care and 
treatment services. 

Expanding Rapid HIV Testing 
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In 2003, access to testing was expanded when the Food and Drug Administration 
gave HiV rapid tests a Clinical Laboratory Improvement Amendments of 1988 
(CLIA) waiver, which allowed HIV rapid testing to be performed outside of 
traditional laboratory settings. Rapid HIV testing is quickly becoming the 
accepted standard for HIV screening tests, especially in settings such as 
emergency departments and STD clinics that deliver mainly episodic care and 
typically do not establish ongoing relationships with patients. To help promote the 
use of rapid tests among our partners, CDC purchased $6.4 million worth of rapid 
HIV test kits between FY 2003 and FY 2005. More than 500,000 rapid HiV tests 
were distributed to 197 health departments and community-based organizations 
in 36 states. Heath departments and community-based organizations have used 
their CDC HIV prevention dollars to purchase tests as well. The President’s 
2007 budget contains a funding increase to make rapid testing available to 
several million additional Americans at greatest risk. 

Routinizing HIV screening in health-care settings 
To reduce barriers to HIV testing and increase the opportunity for early 
diagnosis, CDC is proposing to revise our guidelines for HIV testing of adults, 
adolescents, and pregnant women in health care settings. The revised 
guidelines will focus on increasing routine HIV screening of patients in health 
care settings; fostering the earlier detection of HIV infection; identifying and 
counseling persons with unrecognized HIV infection and linking them to clinical 
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and prevention services; and further reducing perinatal transmission of HIV in the 
United States. 

There are several reasons for the proposed revisions. First, many HIV-infected 
persons access health care but are not tested for HIV until they become 
symptomatic (very late in their infection); second, persons testing late in the 
course of the disease are unable to benefit fully from the effective treatment 
available; and third, data sho\w that awareness of HIV infection leads to 
substantial reductions in high-risk sexual behavior. 

Many persons with HIV infection visit health care settings in the years before 
their diagnosis, yet they are infrequently tested for HIV. The changing 
demographics of the HIV/AIDS epidemic in the United States — with rising 
proportions of infected persons among youth, women, racial and ethnic 
populations; persons who reside outside metropolitan areas; and heterosexual 
men and women — has made it harder for risk behavior-based testing to detect 
many HIV-infected persons. 

Historically, prevention strategies or programs that incorporate universal HIV 
screening have been highly effective. Screening blood donors for HIV has 
virtually eliminated transfusion-associated HIV infection in the United States. The 
incidence of perinatal HIV infection in the United States has also declined 
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dramatically since the 1990s when prevention strategies began to include 
specific recommendations for routine HIV testing of pregnant women. 

Although the number of new perinatal HIV infections per year is low, transmission 
continues to occur mostly among women who lack prenatal care or who are not 
offered voluntary HIV counseling and testing during pregnancy. Even though 
CDC recommends screening of all pregnant women, studies from a limited 
number of jurisdictions have shown that such screening is not yet universal. 

With universal screening of pregnant women in combination with prophylactic 
administration of antenatal antiretroviral drugs, perinatal transmission rates could 
be reduced to less than 2%. 

Routinizing HIV screening eliminates many significant barriers to HIV testing 
such as time constraints associated with targeted risk assessments, pre-test HIV 
counseling, and stigma associated with requesting or consenting to an HIV test. 
The new guidelines will recommend routine (or opt-out) HIV screening in health 
care settings. Under this approach, the patient is notified that HIV screening is 
routine for all patients and has the opportunity to ask questions and decline 
testing. HIV testing should not take place without a patient’s knowledge. 

Studies in acute care settings demonstrate that routine HIV screening programs 
are more effective in identifying HIV-positive persons than are targeted screening 
programs. For example, in settings such as hospitals and emergency 
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departments, the percentage of patients with positive tests (2% to 7%) often 
exceeds that observed nationally in publicly funded HIV counseling and testing 
sites (1.5%) and sexually transmitted disease (STD) clinics (2.0%) serving high- 
risk persons. In studies that have examined this issue, patients in acute care 
settings were rarely seeking testing when screening was offered; therefore, many 
people were identified earlier than might othenwise have been the case. Routine 
testing also reduces the stigma associated with having to disclose behavioral 
risks. More patients accept recommended HIV testing when it is offered routinely 
to everyone, without a risk assessment. 

Data from targeted testing programs in acute-care settings show that nearly two- 
thirds of patients accept screening, but because risk assessment and prevention 
counseling (features of targeted testing programs) are resource intensive, only a 
small number of eligible patients can be tested. Targeted testing on the basis of 
behavioral risks also fails to identify many HIV-infected persons, as many 
persons do not perceive their HIV risks or do not disclose them. 

Another important feature of the recommendations is that screening may be 
eligible for third-party reimbursement, analogous to other recommended 
screening (such as mammography or cholesterol screening). Detecting HIV 
infection earlier through HIV screening (and optimizing opportunities for effective 
treatment and prevention) has been shown to be cost-effective, even in settings 
of low HIV prevalence. 
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The proposed HIV testing recommendations are intended for providers in ail 
health care settings, including hospital emergency departments, urgent care 
clinics, inpatient services, STD clinics, correctional health care settings, 
tuberculosis and other public health clinics, community clinics, and primary care 
settings. The guidelines only address HIV testing in health care settings; they do 
not modify existing guidelines on HIV counseling, testing and referral for high-risk 
persons who seek or receive HIV testing in nonclinical settings (for example, in 
community based organizations and outreach settings such as testing vans.) 

Provision of Counseling In Revised Guidelines 

In the proposed guidelines, the provision of counseling at the time of disclosure 
of results will not change from current practices for persons who test positive for 
HIV. Furthermore, the guidelines will continue to recommend linking those who 
test positive to care and prevention services. However, prevention counseling 
(i.e., pre-test counseling with the development of a risk reduction plan, and post- 
test counseling for HIV-negative persons) will not be required in conjunction with 
HIV screening programs in health care settings. Several studies have shown that 
both patients and providers often perceive prevention counseling as a significant 
barrier to testing in medical settings. Because of time constraints and other 
considerations, when conventional counseling and testing are recommended for 
health care settings, most patients receive neither. 
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Additionally, data from the National Health Interview Survey indicate that, by the 
mid-1990s, the U.S. population exhibited high levels of knowledge about HIV, 

HIV testing, and risk factors for HIV transmission. Emerging data suggest that 
singling out HIV testing is likely to perpetuate the stigma surrounding HIV testing. 

Potential barriers to early diagnosis 

Legislative and statutory barriers to early diagnosis exist at the federal, state, and 
local levels. Some states and local jurisdictions may have statutory or other 
regulatory impediments prohibiting opt-out screening, or may impose other 
specific requirements for HIV counseling, written informed consent, confirmatory 
testing, or method for communicating HIV test results. Current federal law also 
impacts the way counseling and testing services are delivered in federally funded 
facilities. 

Since the initiation of the AHP Initiative, CDC has recognized the potential for 
existing state laws to impact the performance of multiple AHP-related activities 
focused on increasing knowledge of serostatus. Barriers to early diagnosis do 
currently exist. For example, 40 states currently legislate who can order an HIV 
test. Some states only allow physicians and nurses to order a test, while other 
states allow persons from a broad range of disciplines (from midwives to dentists 
to nursing home administrators) to order an HIV test. About half of the 50 states 
require informed written consent before an HIV test can be conducted. These 
legislative provisions often stem from efforts to protect the rights and privacy of 
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those infected and were often adopted before statutory and regulatory 
protections were put into place to protect this information. 

Many states also promote the use of HIV tests through administrative codes or 
state public health agency policy. While the majority of states encourage the use 
of rapid HIV tests, only two states specifically promote the use of rapid HIV tests 
through legislation. CDC is working with states to resolve barriers that might 
conflict with CDC’s recommendations (both current and proposed). 

At the federal level, the Ryan White CARE Act requires counseling before testing 
of HIV disease. This provision, which was added by the Ryan White Care Act 
Amendments in 2000, is not consistent with CDC’s proposed recommendations 
for HIV testing in health care settings. While this requirement was consistent with 
CDC recommendations at the time, qualitative data now show that prevention 
counseling may not always be appropriate or feasible (such as during episodic or 
acute care visits) and can serve as a barrier to testing. 

President's HIV Testing Initiative 

To further support the goal of diagnosing HIV infections earlier and increasing 
access to care, the President’s 2007 budget includes an increase of $93 million 
for CDC HIV prevention programs. Several components are included in this 
increase. A testing in Healthcare and Non-Clinical Settings Initiative ($52 million) 
will support outreach and testing for 2 million individuals in health-care and non- 
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clinical settings and referral, where appropriate. The initiative is expected to 
identify approximately 30,000 undiagnosed cases. CDC intends to target 
resources to areas with the greatest need, including jurisdictions with high 
HIV/AIDS prevalence among African Americans and areas with emerging 
epidemics. CDC will work closely with the HRSA to ensure that those identified 
with HIV infection are linked to appropriate care and treatment. 

A Jail Testing Initiative ($20 million) will focus on testing of inmates. With $15 
million, CDC will directly facilitate the testing of more than 600,000 incarcerated 
persons. An additional $5 million will support work with the Department of 
Justice to develop a model HIV/AIDS policy for corrections agencies that will 
address testing, prevention education, staff and peer training, and discharge 
planning programs and procedures as part of a comprehensive community re- 
entry package. Those programs will link HIV-infected individuals to appropriate 
community prevention counseling and treatment services when released. 

An Injecting Drug User Testing Initiative ($21 million) will test approximately 
500,000 injection drug users and is expected to help identify approximately 7,500 
undiagnosed cases. CDC will work collaboratively with the Substance Abuse 
and Mental Health Services Administration on this effort. 

Closing 


CDC’s Progress in Reducing Barriers to HIV Testing 
Senate HS&GA Subcommittee on FFM, GI <& IS 


April 26, 2006 
Page 13 



45 


Over the past 25 years, our nation has made progress in preventing morbidity 
and mortality related to HIV. Beginning in the late 1980s, the number of new HIV 
infections among men who have sex with men declined dramatically. In the 
1990s, improved treatments led to improved longevity and decreased deaths, as 
well as decreases in perinatal Infections. In this, the third decade of the epidemic, 
we are making progress in increasing early diagnosis, which is key to further 
reducing incidence, illness, and death from HIV. CDC remains committed to 
helping people live longer, healthier lives by preventing new HIV infections and 
protecting the health of those already infected. This includes ensuring fewer 
barriers to HIV testing, improving opportunities for early diagnosis, and linking 
HIV-infected persons to prevention services and medical care. 

Thank you again for this opportunity. I will be pleased to answer any questions. 
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Mr. Chairman, Members of the Subcommittee, thank you for the opportunity to 
meet with you today on behalf of the Health Resources and Services 
Administration (HRSA). Last year, I testified before the Subcommittee regarding 
the Domestic HIV/AIDS Care Programs and I am happy to be here today to 
discuss ways to ensure early diagnosis and improve access to treatment for 
Americans living with HIV/AIDS, I appreciate your continuing support of the 
Ryan White Comprehensive AIDS Resources Emergency (CARE) Act Programs. 

Introduction 

The Ryan White CARE Act is the centerpiece of our domestic response to care 
and treatment of low income, uninsured and underinsured individuals living with 
HIV/AIDS. Currently funded at $2.06 billion, it provides primary health care, life 
saving medications, and support services to individuals who lack health 
insurance and financial resources to provide adequate health care for 
themselves. The Ryan White CARE Act was enacted in 1 990; it was amended 
and reauthorized in 1996 and again in 2000. The authorization for the CARE Act 
programs expired on September 30, 2005. President Bush in his State of the 
Union Address stressed the importance of this program and asked Congress to 
“reform and reauthorize the Ryan White Act and provide new funding to states so 
we can end the waiting lists for AIDS medicines in America.” 

Since its last reauthorization, we have been able to provide antiretroviral 
treatment, primary care, and support services to over half a million people 
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annually in the United States, Puerto Rico, Guam, the U.S. Virgin Islands, and 
eligible U.S, territories. In 2004, an estimated 65 percent of these individuals 
were racial minorities, 33 percent were women, and 87 percent were either 
uninsured or received public health benefits. The Ryan White CARE Act 
programs have provided important benefits to these populations. Overall, AIDS 
mortality is down and lives have been extended with HIV/AIDS medications 
purchased through the AIDS Drug Assistance Program (ADAP). Pregnant HIV 
positive women have been provided with care that has allowed them to give birth 
to children free from HIV infection, and thousands have received support 
services that have allowed them to access and remain in health care. 

Although we are making progress in providing services to people living with 
HIV/AIDS, the epidemic continues and will be in need of our attention for some 
time to come. The President and the Secretary understand the dynamics and 
severity of the epidemic and they are committed to ensuring the Department’s 
HIV/AIDS programs are as effective as possible in preventing infection and 
treating those who become infected. We have recognized that, as essential as 
the CARE Act has been to serve Americans living with HIV/AIDS, it is in need of 
revitalization to safeguard its critical mission. Despite record levels of funding, 
we continue to face waiting lists for life-saving drugs through the ADAP program, 
and there are marked disparities in access to quality medical treatment across 
the country. As minority populations are increasingly and disproportionately 
impacted by HIV/AIDS, changes to existing systems of care designed for an 
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earlier epidemic are increasingly urgent. We are challenged as never before to 
make sure that Federal funds are directed where they are most needed and used 
for the most vital purposes. 

Advancements 

When AIDS was first recognized in the United States in the 1980s, medications 
to effectively treat the underlying immune deficiency did not exist. Today, 
although a cure has not been found, the introduction of Highly Active 
Antiretroviral Therapy (HAART) has had a tremendous impact on the morbidity 
and mortality associated with AIDS. Life-saving treatments have led to an 
increasing number of persons with HIV in the United States living longer lives. 
From 1999 to 2003, the number of persons in the U.S. living with AIDS rose from 
311 ,205 to 405,926 - an increase of 30 percent. 

Currently, 27 medications have been approved by the Food and Drug 
Administration (FDA) for the treatment of HIV/AIDS, including NRTIs (nucleoside 
reverse transcriptase inhibitors), Pis (protease inhibitors) and fusion inhibitors. A 
total of 84 HIV/AIDS related drugs, including vaccines, antivirals, antiinfectives, 
cancer treatments, immunomodulators, antifungal, gene therapies, and nine 
other medicines are currently in clinical trials or before the FDA awaiting 
approval. These life-saving treatments and related primary care services, 
however, come with a stiff price tag, ranging from $18,000 - $30,000 per year per 
patient. 
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Today, care and treatment advances have significantly reduced AIDS mortality, 
yet there has not been a corresponding reduction in the number of new 
infections, still estimated at 40,000 each year. In addition, of the estimated 
1,039,000 - 1,185,000 persons in the U.S. with HIV/AIDS, 252,000 - 312,000 
are undiagnosed and unaware of their HIV infection. HRSA's collaboration with 
the Centers for Disease Control and Prevention (CDC) on the Advancing 
HIV/AIDS Prevention Initiative together with the President’s 2007 Domestic 
HIV/AIDS Initiative will go a long way in diagnosing and bringing these individuals 
into care. We must assure that the CARE Act programs are in a state of 
readiness to receive a growing number of newly diagnosed persons and link 
them into effective primary care and treatment. 

Current State of the Disease 

The HIV/AIDS epidemic is growing most rapidly among minority populations and 
is a leading killer of African-American males ages 25 to 54. African-Americans 
account for 50 percent of ail HIV/AIDS cases diagnosed in 2004. The disease is 
also taking an increasing toll on women in the U.S., accounting for a growing 
percentage of new AIDS cases, rising to 27 percent of the cases diagnosed in 
2004, Women of color, particularly African-American women, have been hard hit 
and represent the majority of new AIDS cases among women, an estimated 82 
percent. The primary mode of HIV transmission is sexual contact, followed by 
injection drug use for women. 
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Current State of the CARE Act 

The CARE Act, with appropriations of $2.06 billion, funds primary health care and 
support services for individuals living with HIV disease who lack health insurance 
and financial resources to pay for their care. HIV/AIDS health care is the largest 
component of Federal funding for people living with HIV/AIDS in the U.S. Each 
year, the CARE Act programs, primarily through grants to States, metropolitan 
areas, providers and educators, reach an estimated 571,000 underserved 
persons - more than half of those living with HIV/AIDS in the U.S. Medicare and 
Medicaid, the largest payers of HIV/AIDS health care, served an estimated 
355,000 persons in FY2005 at a projected cost of $8.6 billion dollars in Federal 
funds. Since AIDS was first recognized, the pattern and treatment of HIV 
disease has shifted. We now strive to manage HIV/AIDS as a chronic disease. 

The CARE Act is often the first line of defense for persons living with HIV/AIDS 
who are uninsured or underinsured. Early diagnosis and improved access to HIV 
care and treatment is key to what the CARE Act stands for. Funding under Titles 
I and II of critical early intervention services that include counseling, testing, and 
referral services for persons at high risk for HIV infection was expanded in the 
2000 amendments. In 2004 alone, over 121 organizations received CARE Act 
funds to provide early intervention services under Titles I and II (or Parts A and 
B); a total of 359 organizations were funded under Title III (or Part C), a majority 
of which were community based health centers. An additional 91 programs were 
funded under Title IV (or Part D). a program designed with a focus on providing 
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access and early entry to care for HIV infected women, infants, children and 
youth, as well as supportive services to affected family members. 

CARE Act funded programs are successful at counseling and testing. In 2004, 
over 800,000 HIV tests were administered in CARE Act sites. Over 85 percent of 
persons tested in CARE Act sites returned for their results. This was primarily 
because the CARE Act sites also were primary care settings which linked 
persons testing positive into immediate care and treatment. 

Prevention and early intervention go hand in hand. Our medical care providers 
reported serving 5,375 HIV-positive pregnant women in 2004. Fifty-one percent 
were in care during the first trimester of their pregnancy. The percentage of 
pregnant women receiving prenatal care rose to 76 percent by the second 
trimester. Eighty-one percent received antiretroviral (AVR) treatment to prevent 
transmission of HIV to their child. The significant decline in perinatal 
transmission of HIV is a true success story and testament to the impact that 
targeted efforts such as those made by CARE Act programs can have, especially 
within our Title IV program. Early intervention services also include efforts to 
reach and provide early access to people living with HIV/AIDS who know their 
status but are not receiving HIV-related health services. In 2004, 506 CARE Act 
programs were funded to provide these outreach services, facilitating enrollment 
or re-entry into care and treatment efforts for over 35,000 HIV-positive clients and 
additional 59,000 HIV-affected persons. However, even with this successful 
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outreach effort, less than half of all HIV infected persons who know their status 
are in care. 

Going Forward 

We take great pride in the advances in HIV/AIDS care and treatment that have 
been made by the CARE Act programs over the past 16 years. However, we are 
humbled by the significant challenges that remain for people living with HIV/AIDS 
who have nowhere else to go for care in an age of increasing HIV/AIDS 
prevalence, Increasing health care costs, and a growing burden of HIV among 
the uninsured and underinsured. With authorization of the Ryan White CARE 
Act pending, now is the time to make the necessary changes to ensure that 
individuals living with HIV/AIDS are better served by the Act. 

The Administration has emphasized five key principles for reauthorization of the 
Ryan White CARE Act: (1) serve the neediest first; (2) focus on life-saving and 
life-extending services; (3) increase prevention efforts; (4) increase 
accountability; and (5) increase flexibility. The President has made fighting the 
spread of HIV/AIDS a top priority of his Administration, and he will continue to 
work with Congress to encourage prevention, and provide appropriate care and 
treatment to those suffering from the disease. 

The President's fiscal year 2007 budget request for the CARE Act HIV/AIDS 
activities is $2.16 billion, an increase of $95 million for several elements of a new 
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Domestic HIV/AIDS initiative (further elements of that initiative, focusing on 
testing in the areas of greatest need, are requested outside the CARE Act). The 
request will support a comprehensive approach to address the health needs of 
persons living with HIV/AIDS, consistent with reauthorization principles. The 
budget also includes a new authority to increase program flexibility by allowing 
the Secretary to transfer up to five percent of funding provided for each Part of 
the Ryan White CARE Act to any other Part if the need warrants it. Of the new 
$95 million requested, $70 million will address the on-going problem of State 
waiting lists and provide care and life-saving medications to those newly 
diagnosed as a result of increased testing efforts. The remaining $25 million will 
be used to expand outreach efforts by providing new HIV community action 
grants to intermediaries including faith and community-based organizations, and 
to provide technical assistance and sub-awards to grassroots organizations. 

Today, people with HIV/AIDS are living longer and healthier lives in part because 
of the CARE Act. In order to make the legislation more responsive in the future, 
the Administration urges Congress to take into account the above stated 
principles in the reauthorization of the Ryan White CARE Act. 

Thank you for the opportunity to discuss the Ryan White CARE Act today and for 
your dedication and interest in such an important piece of legislation. 
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GAO 


Highlights 


Highlights of GAO-06-681T, a testimony 
before the Subcommittee on Federal 
Financial Management, Government 
Information, and International Security. 
Committee on Homeland Security and 
Governmental Affairs, U.S. Senate 


Why GAO Did This Study 

Despite progress in HIV/AIDS drug 
treatments and the reduction of 
AIDS mortality in the United States, 
challenges remain concerning the 
availability of these drugs for 
individuals with HIV/AIDS and the 
prevention of new' cases. The 
CARE Act. authorizes grants to the 
states and certain territories 
specifically for AIDS Drug 
Assistance Programs (ADAP) to 
purchase and provide HIV/AIDS 
drugs to eligible individuals. In its 
report issued today, Ryan White 
CARE Act: Improved Oversight 
Needed to Ensure AIDS Drug 
Assistance Programs Obtain Best 
Prices for Drugs (GAO-06-646), 
GAO examines the program design 
of ADAPs in the 60 states, the 
District of Columbia, and Puerto 
Rico, their funding sources, and 
drug purchasing. GAO also reports 
on state a 5 )proaches to reducing 
perinatal HiV transmissions and 
identifying and notifying partners 
of HIV-infected individuals. 


What GAO Recommends 


In its report, GAO recommends 
that HRSA require ADAPs to report 
the final prices they paid for drugs, 
net of any rebates, and that HRSA 
routinely determine whether these 
prices are at or below the 340B 
prices. In commenting on these 
recommendations, HRSA stated 
that these steps would be labor 
intensive and it lacks capacity to 
cany out such oversight. 


www.gao.gov/cgi-b!n/getrpt?GAO-06-681T. 

To view the full product, including the scope 
and methodology, click on the link above. 

For more information, contact Marcia Crosse 
at (202) 512-7119 or crossem@gao.gov. 


RYAN WHITE CARE ACT 

AIDS Drug Assistance Programs, 
Perinatal HIV Transmission, and Partner 
Notification 


What GAO Found 

Variation in ADAPs’ program design and funding amounts from CARE Act 
grants and other funding sources contribute to differences in coverage — who 
is eligible and w'hat drugs are covered by an ADAP — among the 52 ADAPs 
GAO reviewed. In order to make maximum use of the funding they receive, 
ADAPs are expected to secure the best price available for the drugs on their 
formularies. ADAPs may, but are not required to, purchase their drugs 
through the 340B federal drug pricing program, under which drug 
manufacturers provide discounts on certain drugs to covered entities. The 
Health Resources and Services Administration (HRSA) has identified the 
340B prices as a measure of ADAPs’ economical use of grant funds, but the 
Department of Health and Human Services does not disclose 340B prices to 
the ADAPs. GAO found that some ADAPs reported prices that were higher 
than the 340B prices for selected HIV/AIDS drugs. However, these reported 
prices may not have reflected any rebates ADAPs eventually received. While 
HRSA is responsible for monitoring whether ADAPs obtain the best prices 
available for drugs, it does not routinely compare the drug prices ADAPs 
report to 340B prices. 

All 50 states, the District of Columbia, and Puerto Rico have policies or have 
enacted laws regarding HIV testing of pregnant women to help reduce 
perinatal HIV transmission. The m^ority of states have adopted a policy of 
voluntary prenat^ HIV testing of pregnant women that is consistent with 
guidelines issued by the Centers for Disease Control and Prevention (CDC), 
GAO contacted 8 states to discuss the approach they use to test pregnant 
women for HIV, and these states use one of two approaches. Consistent with 
additional CDC recommendations on testing, three states routinely include 
HIV tests in standard prenatal testing, but. a woman can refuse to be tested 
for HI\'. in the other 5 states, a woman must consent to an HIV test, usually 
in writing, before the test can be performed. Six of the 8 states GAO 
contacted report that the number of HIV-positive newborns has declined. 
However, only 3 states GAO contacted collect the data needed to determine 
statewide perinatal HIV transmission rates. 

GAO contacted 12 states regarding their approaches to identifying partners 
of HIV-infected individuals and notifying them of their possible exposure to 
the virus. 'Ihese stales used various approaches in conducting HIV partner 
notification activities as part of their partner counseling and referral 
services. These activities include eliciting partner information from HW- 
infected individuals, but the participation of these individuals varies and not 
ail partners can be reached to be notified. Of the 12 states contacted, 10 have 
statutory or regulatory provisions that require or permit certain health care 
entities or workers to notify partners, including spouses, without the 
consent of the known HIV-infected individual. In the remaining two states, 
public health officials or the health department may notify partners only 
with the consent of the HlV-mfected individual. 
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Mr. Chairman and Members of the Subcommittee: 

I am pleased to be here today to discuss the AIDS Drug Assistance 
Programs (ADAP) that receive funds under the Ryan White 
Comprehensive AIDS Resources Emergency Act of 1990 (CARE Act)' and 
to provide a summary of our report that we are releasing today entitled 
Ryan White CARE Act: Improved Oversight Needed to Ensure AIDS Drug 
Assistance Programs Obtain Best Prices for Drugs, which was prepared 
at your and others’ request.* The report discusses the program design of 
52 ADAPs in the 50 states, the District of Columbia, and Puerto Rico, their 
funding sources, and drug purchasing. I will also discuss our examination 
of state prenatal HIV testing and perinatal HIV transmission rates, and 
state approaches to identifying and notifying partners of HIV-infected 
individuals. 

The CARE Act authorizes ADAP base grants to the states and certain 
territories specifically for ADAPs to purchase and provide HFV/AIDS drugs 
to eligible individuals. ADAPs serve as the HW/AIDS drug assistance 
program of last resort for individuals who, for example, cannot afford to 
pay for drugs, do not have insurance coverage for drugs, or do not qualify 
for other federal programs such as Medicaid. As more people with 
HIV/ AIDS live longer due to improved drug treatments, particularly highly 
active antiretroviral therapy, the demand for ADAP services will increase, 
and expenditures by ADAPs for HIV/AIDS drugs will also likely increase. It 
is, therefore, important that ADAPs achieve the maximum benefit they can 
with the funds provided to them for drug purchases. ADAPs may purchase 
their drugs through the 340B federal drug pricing program, under which 
drug manufacturers provide discounts on certain drugs to covered 
entities.® Generally, ADAPs can purchase drugs through either the 340B 
direct purchasing option, where ADAPs receive the 340B price discount 
upfront, or through the 340B rebate option, where ADAI®s later request a 


'Pub, L No- 101-381, 104 Slat 576 (codified as amended at 42 U.S.C. §§ 300ff— 300ff-lll 
(2000)). Unless otherwise indicated, references to the CARE Act are to current law. 

^GAO-06-646 (Washington, D.C.: Apr. 26, 2006). We previously report.cd to you on Ryan 
White CARE Act funding; see GAO, HIV/AIDS: Changes Needed to Improve the 
Distribution of Ryan White CARE Act and Housing Funds, GAO-0(>-332 (Washington, 
D.C.: Feb. 28, 2006). 

®Under Section 340B of the Public Health Service Act, a 340B price, sometimes referred to 
as a 340B ceiling price, is established for each covered drug that entities purchase. 42 
U.S.C. § 2D6b (2000). Covered entities Include, for example, community health centers and 
hemophilia treatment centers. 
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340B rebate from the drug manufacturers. The Health Resources and 
Services Adminisbation (HRSA) admimsters CARE Act grants and is 
responsible for monitoring the prices ADAPs pay for drugs. HRSA has 
identified prices under the 340B federal drug pricing program as a measure 
of an ADAP’s economical use of its grant funds. 

In carrying out this work for our report, we interviewed HRSA and other 
officials, analyzed and compared data ADAPs reported on program design, 
funding, and drug prices paid, compared 340B drug prices to prices 
available under other federal drug pricing programs, and interviewed 
officials from selected states about prenatal HIV testing and partner 
notification. We performed our work in accordance with generally 
accepted government auditing standards. The report’s appendix III 
provides a more detailed explanation of our scope and methodology. 

In summary, we report that variation in ADAPs’ program design and 
funding amounts contributed to differences in who and what was covered 
by each program, that some ADAPs reported prices that were higher than 
the 340B prices for selected HIV/AIDS drugs, that HRSA is not routinely 
comparing the drug prices ADAPs pay to 340B prices, and that 340B prices 
were higher for some selected drugs than the prices available under other 
federal drug pricing programs. However, these latter prices are not 
available to ADAPs, except for prices under one program to the District of 
Columbia ADAP. We also report that the majority of states have adopted a 
policy of voluntary prenatal HIV testing of pregnant women that is 
consistent with guidelines issued by the Centers for Disease Control and 
Prevention (CDC) for reducing perinatal transmission of HIV, and most of 
the 8 states we contacted reported that the number of HIV-positive 
newborns has declined. Further, among efforts to reduce the transmission 
of HIV, the 12 states we contacted used various approaches to conduct 
HIV partner notification activities as part of their partner counseling and 
referral programs, but cooperation of infected individuals varies. 


ADAPs’ Program Design Variation in ADAPs' program design and funding amounts from the CARE 
and Additional Funding grants and other funding sources contributes to differences in 

coverage — who and what is covered by an ADAP. Because of the variation 
in program criteria, an individual eligible for ADAP services in one state 
may not be eligible for or receive t he same ADAP services in another. 
ADAP income ceilings for individuals, program enrollment caps, and drug 
formulari^ vary considerably among ADAPs. For example, each ADAP 
determines a maximum income level, or income ceiling, as a criterion for 
an individual’s eligibility for enrollment. ADAPs reported income ceilings 
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for the 2004 grant year that ranged fron\ 125 percent of the federal poverty 
level in North Carolina to 556 percent in Massachusetts. Sixteen ADAPs 
reported that they had limits on the assets that individuals enrolled in the 
program are allowed to have. Twelve ADAPs reported having caps on 
program enrollment or on amounts expended per individual for HIV/AIDS 
drugs. The total number of drugs ADAPs inc^luded on their formularies 
ranged from 20 in Colorado to 1,000 in Massachusetts, New Hampshire, 
and New Jei^y. 

The additional funding that some ADAPs reported receiving from sources 
other than the ADAP base grant, such as transfers from other CARE Act 
grants, and states’ or other governmental entities’ funds, also varied among 
ADAPs for fiscal year 2004. Funding from these various sources 
significantly increased funds available to cover individuals for some 
ADAPs. For example, in addition to receiving funds from the ADAP base 
grant of about $89.6 million, the California ADAP received about 
$123.5 million from other sources. 


ADAPs’ Reported ADAPs are expected to use every means at their disposal to secure the 

HIV/AJDS Drug Prices t^est price available for the drugs on their formularies. ADAPs are eligible, 

if they so choose, to participate in the federal 340B drug pricing program. 
Generally, ADAPs can purchase drugs through either the 340B direct 
purchasing option or through the 340B rebate option. Drug manufacturers 
that participate in the 340B drug pricing program agree to sell drugs to 
340B entities, including ADAPs that participate in the program, at prices 
no higher than 340B prices. 

HRSA has identified the 340B prices as a measure of ADAPs’ economical 
use of grant funds, whether ADAPs use the 340B program, including the 
340B prime vendor — which negotiaies prices directly witli drug 
manufacturers for ADAPs using the 340B direct purchase option — or 
negotiate drug prices on their own with drug manufacturers. However, the 
Department of Health and Human Services does not disclose to the ADAPs 
or the 340B prime vendor what the 340B prices are that should not be 
exceeded — a situation which disadvantages both the prime vendor’s and 
the ADAPs’ negotiating positions. 

In our analysis using the top 10 HIV/AIDS drugs by ADAP expenditures, we 
found that in 2003 all of the 25 ADAPs that used the 340B direct purchase 
option reported prices to HRSA that were higher than the 340B price for at 
least 1 of the top 10 drugs. For example, 7 of the 25 ADAPs reported 
purchasing the drug Viramune at prices higher than the 340B price. Of the 
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27 ADAPs that used the 3^B rebate option to purchase drugs in 2003, all 
except 3 ADAPs reported paying drug prices that were higher than the 
340B prices for m^y of die top 10 drugs. However, the prices that ADAPs 
using the rebate option report to HRSA for each drug they purchase may 
not reflect the rebates that they eventually receive and therefore may not 
be the final prices these ADAPs pay for the drugs. 


HRSA’s Monitoring of Although HRSA is responsible for monitoring whether ADAPs obtain the 

AD APs’ Reported Drug prices available for drugs, it does not routinely compare the drug 

Prices prices ADAPs report to 340B prices. Further, the ADAP drug price 

infom\ation that HRSA currently uses to make its comparisons is not 
complete. The reported prices do not reflect the rebates eventually 
received by ADAPs using the 340B rebate option to purchase drugs. 
Without the final ADAP reb£U;e amount on a drug purchase, HRSA cannot 
determine whether the final drug prices paid were at or below the 340B 
price. 

In the report we are releasing today, we arc recommending that HRSA, to 
ensure that ADAPs are obtaining the best prices for the drugs they 
provide, require ADAPs to report the final prices they paid for drug 
purchases, net of rebates, and that HRSA routinely determine whether 
these prices are at or below the 340B prices. In commenting on these 
recommendations, HRSA stated that it would like to verify final drug 
prices but this would be labor intensive because reports ADAPs currently 
provide do not contain the needed information, HRSA further stated that it 
lacks the resources to conduct a comprehensive price comparison, but is 
making efforts to develop systems to allow ADAPs to check drug prices. 

As we stated in our report, however, while monitoring the prices paid for 
all the drugs on each ADAP’s formulary might be challenging, HRSA could 
compare ADAP reported prices to 340B prices for selected drugs and 
could modify its schedule of ADAP reports to allow for rebate 
reconciliation. 
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340B Prices and Other 
Federal Drug Pricing 
Programs 


Prenatal HIV Testing and 
Perinatal HIV 
Transmission Rates 


We found that the 340B program prices were higher for some of the top 
iO dru^ than the 340B prime vendor prices and the prices federal 
agencies paid for the same drugs under the federal supply schedule (FSS) 
and federal ceUing price (FCP) drug pricing programs. ‘ Using the top 
10 HIV/AIDS drugs by ADAP expenditures, we compared 2003 dmg prices 
under the 340B prime vendor, FSS, FCP, and Medicaid programs to the 
340B prices. We found that the FCP and 340B prime vendor prices were 
lower than the 340B prices for 6 of the 7 drugs that had prices available 
under all five programs. The 6 HIV/AIDS drugs were Combivir, Epivir, 
Sustiva, Trizmr, Zerit, and Ziagen. The Medicaid prices,’' available to state 
Medicaid programs, were consistently higher than the 340B program 
prices 2 ind were the highest of all the drug pricing programs for 3 of the 
7 drugs for which we had prices from all programs, The 3 drugs were 
Norvir, Sustiva, and Trizivir. 


When pregnant women are infected with HIV, they can transmit the virus 
to their infants during pregnancy, during labor and delivery, or after 
delivery through breast-feeding. Antiretroviral therapy can reduce the risk 
of HIV transmission from mother to child. According to CDC, the 
prevention of perinatal HIV transmission depends on routine testing of 
pregnant women for HIV and the use of antiretroviral drug treatment and 
obstetrical interventions. All 50 states, the District of Columbia, and 
Puerto Rico have policies or have enacted laws regarding HIV testing of 
pregnant women to help reduce perinatal HIV transmission. The m^ority 
of stales have adopted a policy of voluntary testing of pregnant women 
that is consistent with CDC’s guidelines. We contacted eight states to 
discuss the approach they use to test pregnant women for HIV. The eight 
slates we contacted — California, Connecticut, Illinois, Louisiana, 
Michigan, New Jersey, New York, and North Carolina — use two 
approaches. Consistent with additional CDC recommendations on testing, 
three states routinely include HIV tests in a standard battery of prenatal 
testing, but a woman can refuse to be tested for HIV. In the other five 
states, a woman is counseled during prenatal care and must consent to an 


'rite res has prices available to all federal govenimeiit purchasers for the drugs listed on 
the schetluJe. The FCP is the maximum price that drug manufacturers can charge four 
agencies — the Department of Defense, the Department of Veterans Affairs, the Public 
Health Service, and the Coast Guard — for the brand-name drugs listed on the FSS, even if 
the Fre prices sxe higher. The District of Columbia ADAP has access to the FCP, 

‘The Medicaid price is the average amount .state Medicaid programs paid net of the basic 
rebate provided under Uie Medicaid Drug Rebate Program. 
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HIV test, usually in writing, before a test can be performed. Of the eight 
slates that we contacted, three — Connecticut, New Jersey, and New 
York — collect the data needed to determine statewide perinatal HIV 
transmission rates. Six of the eight states we contacted reported that the 
number of HIV-positive newborns declined in their state from 1997 to 2002. 


Identifying and Notifying Research suggests that most new HIV infections originate from HIV- 
Partners of HIV-Infected infected persons not yet aware of their infection.'' This emphasizes the 
Individuals of Possible HIV identify nrv-infected persons and link them with appropriate 

p services as soon as possible. The Ryan White CARE Act Amendments of 

^ 1996 provided for states to take action to require a good faith effort be 

made to notify spouses who may have been exposed to HIV. Partner 
counseling and referral services (PCRS) assist HIV-infected persons with 
notifying their partners, including spouses, of their exposure to HIV.’ We 
contacted 12 states to determine what approaches they use to identify and 
notify partners of HIV-infected individuals.® These states use various 
approaches in conducting HIV partner notification activities as part of 
their PCRS programs. These activities Include eliciting partner information 
from known HIV-infected individuals — referred to as index cases® — and 
notifying the partners of their possible exposure to the virus. The states 
use a variety of entities and individuals trained to conduct these activities. 
Of the 12 states we contacted, 10 have statutory or regulatory provisions 
that require or permit certain health care entities or workers to notify 
partners, including spouses,’® without the consent of the index case. In the 


*G. Marks, N. Crepaz, J. W. Sonterfitt, and R. S. Janssen, “UnUed States; Meta-Analysis of 
High-Risk Sexual Behavior in Persons Aware and Unaware They Are Infected with HIV in 
the United States," Journal ofAcquii'^d Immune Deficiency Syndromes, vol. 39, no. 4 
(2005). 

’CDC’s PCRS guidance for HIV defines PCRS as a prevention activity with the goals of 
(1) providing services to HIV-infocted persons and their sex and needle-sharing part, nets so 
they can avoid infection or prevent transmission to others, and (2) helping partners gain 
earlier access to individualized counseling, HIV testing, nrcdieal evaluation, treatment, and 
other prevention services. 

^e 12 states we contacted w'ere California, Connecticut, Florida. Kentucky', 
Massachusetts, Mirmesoia, Missouri. New York, Nortii (Carolina, Pennsylvania, Texas, and 
Washington. 

'’index case is a generic term for a person who has tested positive for HIV and is asked to 
name spouses and partners at the start of the irotification process. 

'”T1re North Carolina provision applies only to notification of s'pouses; slate officials told us 
that they generally notify partners with the consent of the index case. 
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remaining two states, public health officials or the health department may 
notify partners only with the consent of the HIV-infected individual. The 
participation of HIV index cases in PCRS program activities varies. Not all 
HIV-infected individuals are willing to share the names of their partners 
and not all partners can be reached to be notified. 

Some states reported integrating their HIV partner notification activities 
with established programs that are focused on syphilis and otlrer sexually 
transmitted diseases, or STDs. 


Mr. Chairman, this concludes ray prepared remarks. I would be happy to 
answer any questions that you or other Members of the Subcommittee 
may have. 


Contact and 
Acknowledgments 


For future contacts regarding this testimony, please contact Maicia Crosse 
at (202) 512-7119 or atcrossem@gao.gov. Contact points for our Offices of 
Congressional Relations and Public Affairs may be found on the last page 
of this testimony. James McClyde, Assistant Director; Robert Copeland; 
Helen Desaulniers; Cathy Hamann; Martha Kelly; Daniel Ries; Opal 
Wincbrenner; Craig Winslow; and Suzanne Worth made key contributions 
to this statement. 
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^ * f NASTAD 

HATtOHAl AlllANCE Of SIATE 
& tesritorial aids directors 

Testimony for Submission by 

M. Beth Scalco 
Director, HIV/AIDS Program 
Louisiana Office of Public Health 

To the Senate Subcommittee on Federal Financial Management, Government Information, 
and International Security of the Homeland Security and Government Affairs Committee 

For the oversight hearing "Ensuring Early Diagnosis and Access to Treatment for HIV/AIDS: 

Can Federal Resources Be More Effectively Targeted?" 

Wednesday, April 26, 2006, 2:30 p.m. 

The Louisiana HIV/AIDS Program respectfully submits testimony for the record regarding the 
importance of the Ryan White Comprehensive AIDS Resources Emergency (CARE) Act and the 
CDC HIV/AIDS prevention program in assisting Louisiana to provide prevention, care, and 
treatment services to low-income persons living with HIV/AIDS and those at risk for contracting 
HIV/AIDS. I also serve on the Executive Committee of the National Alliance of State and 
Territorial AIDS Directors (NASTAD) and former chair of the organization. I am submitting 
this testimony on behalf of NASTAD as well. State AIDS directors appreciate the longstanding 
support of the United States Senate for the Ryan White CARE Act and domestic prevention 
programs that are of the utmost importance to Americans living with HIV/AIDS, 

As the past chair of NASTAD, I would like to share with you some of the views of my fellow 
state AIDS directors, in addition to the state of Louisiana. 1 have limited my comments to those 
that address increasing access to prevention services provided by slate health departments, 
including testing, and life-saving drugs provided by the AIDS Drug Assistance Program (ADAP) 
and. 

The Louisiana HIV/AIDS Program administers Louisiana’s HIV/AIDS prevention and care 
programs, which are funded by federal and funds. HIV infections have penetrated both 
metropolitan and rural conununities in our state. Over 50 percent of Louisiana’s AIDS cases are 
outside of our one Title I eligible metropolitan area (EMA), New Orleans, In 2004, the state of 
Louisiana had the eleventh highest number of AIDS cases reported and the fifth highest AIDS 
incidence rate in the nation. There are a total of 25.846 cumulative cases and 14,793 individuals 
living with HIV/AIDS in Louisiana as of March 31, 2006, In 2005, 967 new HIV/AIDS cases 
were detected in Louisiana. We have had approximately 1 1 , 1 98 Louisianans die as a result of 
having HIV/AIDS (as of the end of 2005). Of those living with HIV/AIDS, the vast majority are 
members of minority groups: 66 percent are Black, three percent are Latino and one percent are 
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Asian American, Pacific Islander or Native American. Seventy-four percent of newly detected 
HIV cases were among African Americans. Women make up 28 percent of living HIV/AIDS 
cases compared to 77 percent for men. 

In federal fiscal year 2006, Louisiana received $18.9 million in Ryan White CARE Act funding 
for Titles I and II - including $6 million for the Title II base, $ 1 5 million for ADAP, and 
$950,512 for our one emerging community - Baton Rouge. Louisiana’s one Title 1 EMA, New 
Orleans, was funded at $7.4 million. Louisiana received $4.9 million for our HIV prevention 
cooperative agreement and $ 1 .6 million for our surveillance cooperative agreement with CDC. 
Governor Blanco and the Louisiana legislature have demonstrated a commitment to HIV/AIDS 
care and treatment by providing $2.5 million in state funds for prevention and over $9 million for 
treatment of people living with HIV, through the state’s public hospital system, in spite of 
Louisiana's budget deficit. 

Role of Public Health in HIV/AIDS 

State public health agencies serve an essential and unique role in the delivery of HIV/AIDS 
prevention, care and treatment programs. The agencies are entrusted through U.S. law as the 
“central authorities of the nation’s public health system" and as such, bear the primary public 
sector responsibility for health. State public health responsibilities include: disease surveillance; 
epidemiology and prevention; provisions of primary health care services for the uninsured and 
indigent; and overall planning, coordination, administration, and fiscal management of public 
health services. As such, unlike other CARE Act grantees, states have on overall responsibility 
in coordinating HIV/AIDS services provided by the CARE Act and other federal programs in 
each state. 

Importance of State Public Health Prevention Programs 

HIV prevention and surveillance programs are funded by the Centers for Disease Control and 
Prevention (CDC) under general authority provided by federal public health law. Since 1988, 
CDC has provided HIV prevention resources to 65 state, local, and territorial health departments 
to implement comprehensive HIV prevention programs in their jurisdictions. In FY2005, states, 
local, and territorial health departments received $301 million for these efforts. States conduct 
the following efforts as part of their comprehensive HIV prevention programs; 

■ Counseling, Testing, Partner Counseling, and Referral Services aimed at ensuring that 
individuals and their partners learn their HIV serostatus, receive counseling on behavior 
change to avoid infection or prevent transmission, and obtain referrals for prevention and 
care services. 

■ Health Education/Risk Reduction provides support for, and technical assistance on, targeted 
education and outreach activities for individual, group, and community-level interventions 
and street and community outreach. 

■ Community Planning to ensure the participation of infected and affected communities in the 
development of effective HIV education and prevention interventions. 

• Capacity Building to strengthen the delivery of effective prevention programs. 

• Prevention Research and Program Evaluation to monitor progress, outcome and impact of 
the programs they support, as well as to assess needs and develop culturally appropriate 
services. 
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The President’s FY2007 budget includes $93 million, of which $86 million is new funding, to 
increase testing in medical settings, make voluntary testing a routine part of medical care, and 
create new testing guidelines, models and best praetiees. According to the President, this 
initiative would facilitate the testing of more than three million additional Americans, The 
President’s initiative would prioritize funding for regions with the highest numbers of new cases 
as well as focusing on incarcerated persons and injection drug users. 

State AIDS directors support the President’s request for $86 million in new funding for domestic 
HIV prevention and believe this funding should be allocated via the prevention and surveillance 
cooperative agreements with state and local health departments. State and local health 
departments fund HIV testing in a variety of settings in their communities and are in the best 
position to maximize the potential of the President’s testing initiative. However, testing alone 
will not prevent new infections. Funds must be increased to make up for three years of cuts 
which have hampered the ability of health departments to implement CDC’s Advancing HIV 
Prevention Initiative, 

Importance of Surveillance 

HIV/AIDS epidemiology, surveillance and seroprevalence activities provide data that are critical 
to targeting the delivery of HIV prevention, care and treatment services. State health agencies 
are uniquely positioned to conduct these activities because of the expertise, statutory authority, 
and confidentiality protections of existing public health disease surveillance and reporting 
systems. States conduct a variety of surveillance activities to track the HIV/AIDS epidemic. In 
FY2005, states, local, and territorial health departments received $68 million for these efforts. 

The five main types of surveillance are the following: 

• Core surveillance is the primary source of population-based data on persons living with HIV 
and AIDS in the U.S. 

• Incidence Surveillance provides reliable and scientifically valid estimates of the number of 
newly-acquired HIV infections though collection and testing of blood specimens from all 
newly reported HIV infections; calculation of population-based estimates for HIV incidence; 
and monitoring and tracking HIV strains for resistance to antiretroviral drugs. 

■ Behavioral Surveillance is a multi-year, CDC sponsored surveillance effort whose goal is to 
measure an extensive set of HIV risk behaviors and related risk factors among selected high- 
risk populations in 26 cities with the highest number of people living with HlV/AlDS (as of 
the end of 2000). 

■ Morbidity Monitoring Project (MMP) is a surveillance system under development that will 
be nationally representative of HIV-infected persons receiving medical care in the U.S. The 
system utilizes HIV care providers to collect necessary data. 

• Enhanced Perinatal Surveillance monitors progress made in reducing perinatal HIV 
transmission. 

Resources for surveillance are sorely needed as the federal government shifts prioritization from 
AIDS to HIV case reporting and funding for core surveillance has eroded significantly in recent 
years. 

Integration of Prevention into Care Setting 
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Federal agencies, health depcirtments, and communities understand the growing importance of 
close linkages between HIV prevention and care services to ensure that individuals learn their 
HIV status and receive referrals to appropriate services. State AIDS directors support the 
delivery of HIV prevention services in primary care settings as the standard of care. Studies 
indicate that HIV-positive individuals take steps to protect their partners from infection, with 70 
percent reporting reductions in risky behaviors. 

Health departments use partner counseling and referral services (PCRS) as one tool to identify 
HIV-positive individuals and ensure their linkage to medical, support, and prevention services. 
Research has found PCRS to be a cost effective strategy for identifying HIV infected persons 
unaware of their serostatus. The CARE Act also allows Titles I and II to conduct early 
intervention services (EIS) such as counseling and testing, outreach and referral services, 
provided those programs are not duplicated with existing CDC programs. Previously, early 
intervention activities were only allowed among Title III and IV grantees. The 2000 CARE Act 
amendments also added grants to states for carrying out programs providing PCRS. While the 
CARE Act called for $30 million to be appropriated in FY2001 for the new PCRS grants, no 
money has ever been provided to states through this grant mechanism. 

Currently, all states and territories conduct PCRS as a requirement of their prevention 
cooperative agreement through the CDC. PCRS includes three basic elements; 1) Seeking the 
names of partners who may be at risk for infection (partner elicitation), 2) Locating partners and 
notifying them of their risk (partner notification), and 3) Providing HIV testing and risk 
reduction counseling to partners (partner counseling). PCRS is not limited to the time of initial 
diagnosis but is offered continuously to provide on-going support for positive persons related to 
serostatus disclosure and to ensure that both positive persons and their partners have access to 
prevention services. Partner notification, a key public health strategy to fight communicable 
disease, lies within the authority of health departments as part of their mission to protect public 
health. 

State AIDS directors support the continuation of funding for PCRS through the CDC cooperative 
agreements with the states and six directly funded cities. 

Importance of Testing 

The CDC is finalizing their “Revised Recommendations for HIV Testing of Adults, Adolescents, 
and Pregnant Women in Health Care Settings.” State AIDS directors participated in the 
development of these guidelines, including attendance at two CDC consultations. We are 
supportive of these guidelines. CDC should work with health departments on the publication of 
an implementation guide for health departments. Many health departments are playing a central 
role in implementing and supporting routine screening in key health care settings (particularly 
emergency rooms, STD clinics, acute care clinics, etc.) within their jurisdictions. Experiences 
and recommendations from these programs would serve to facilitate expanding the number of 
health departments implementing and supporting testing in these settings. 

Over the past several years, health departments have moved resources from settings with low 
HIV prevalence and low testing yields to target high prevalence settings where the majority of 
positive persons are found. These moves have met with resistance from local health departments 
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and community agencies, often in rural areas. Recent studies supporting the cost effectiveness of 
screening in very low prevalence settings has created confusion on the role of public health and 
has caused resistance to health department efforts to refocus funding. These recommendations 
will potentially create further confusion. Given limited funding, public health resources must be 
targeted toward settings where they will most likely identify the greatest number of positives. 
Third party payers must be encouraged to reimburse for testing for routinization of testing to be 
realized. 

While many jurisdictions may have statutes or regulations with specific requirements for 
consent, provision of pre-test information and delivery of results, this does not mean these 
statutes and regulations pose a barrier to routine testing. Many jurisdictions have already 
implemented routine testing in these settings and proven their ability to work within their current 
statutes and regulations. 

State AIDS programs are one of the largest implementers of HIV rapid testing programs. We 
have long supported the development and approval of rapid testing and worked collaboratively 
with Congress and the Administration to ensure rapid tests were considered for a CLIA waiver. 

In several jurisdictions and in certain settings, barriers to rapid testing exist. In addition, there 
are insufficient resources provided to states to fully implement their use. 

Perinatal Prevention 

Perinatally acquired AIDS cases have decreased dramatically, due in large part to HIV testing 
among greater numbers of pregnant women and their subsequent treatment. In 2003, the CDC 
reported only 1 52 new cases of perinatally transmitted AIDS. This represents an 84 percent 
decline from a high of 954 new AIDS cases in 1992. Only three states account for over 50 
percent of all new perinatal cases reported to the CDC. Twenty-two states reported no pediatric 
AIDS cases. Perinatal initiatives developed by state and local health departments have 
contributed to the significant decline in perinatally acquired AIDS cases from the peak in the 
early 1990s. 

Louisiana had three cases reported in 2003. Louisiana requires written consent for HIV testing, 
which has not been a deterrent in testing pregnant women who are unaware of their statues. We 
treat each case of perinatal transmission as a sentinel event and follow-up to determine where the 
woman fell through the cracks in the health care system. We continue to find that the lack of 
access to prenatal care and fear of seeking care for non-citizens and substance using women 
remains the primary barrier to eliminating perinatal acquired infections. 

The prevention of mother to child transmission is one of our greatest prevention successes. One 
way to further reduce cases is to provide hospitals serving the un- and underinsured with HIV 
rapid tests for use in the labor and delivery setting. This would require resources for the rapid 
test kits as well as training for hospital staff on counseling and administration of the screening 
test. 

Importance of the AIDS Drug Assistance Program 

The state AIDS Drug Assistance Program is the largest component of the CARE Act. AIDS 
Drug Assistance Programs (ADAPs) provide HlV/AlDS-related prescription drugs to uninsured 
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and underinsured individuals living with HIV/AIDS in the 50 states, the District of Columbia, 
Puerto Rico, Guam, and the Virgin Islands. ADAPs began serving clients in 1987, when 
Congress first appropriated funds to help states purchase AZT. In 1990, ADAPs were 
incorporated under Title II of the newly enacted CARE Act. Federal funding for ADAPs is 
allocated by formula to states and territories. In FY2006, the federal ADAP earmark was $798 
million. 

Since the advent of highly active antiretroviral therapy (HA ART) in 1996, AIDS deaths have 
declined and the number of people living with HIV/AIDS has increased markedly. ADAPs have 
played a crucial role in making HAART more widely available. In a given year, ADAPs reach 
approximately 136,000 clients, or about 30 percent of people with HIV/AIDS estimated to be 
receiving care nationally. 

ADAP has made an enormous difference in the lives of Louisianans infected with HIV/AIDS. 
The Louisiana ADAP has 26 drugs on the formulary and a fiscal eligibility of 200 percent of the 
Federal Poverty Level (FPL). In June 2005, the Louisiana ADAP spent $955,331 for 4,609 
prescriptions on behalf of 1 ,704 clients. 

The services provided by ADAPs differ from state to state. Eligibility criteria and other services 
provided such as diagnostic resistance testing and hepatitis C treatments all differ between states. 
For example, in FY2005 formularies ranged from 19 FDA approved antiretrovirals (ARVs) to ail 
FDA- approved HIV-related drugs. There is also a tremendous range in eligibility criteria. 
Eligibility criteria range from 125 percent of FPL in one state to 500 percent FPL in several 
states. Serving as a the final safety net prescription drug program, the variation between state 
ADAPs is further exacerbated by the variation in benefits and eligibility criteria of state 
Medicaid programs. 

ADAPs are not entitlement programs; annual federal, and in most cases, state appropriations, 
determine how many clients ADAPs can serve and the level of services they can provide. In 
FY2005, state’s were dependent on state contributions state contributions and pharmaceutical 
discounts and rebates to sustain their ADAP programs, as the increase in federal dollars for 
ADAPs was extremely limited. In FY2005, state contributions totaled $253 million, drug rebates 
totaled $196 million. Title II base funds contributed to ADAPs totaled $23 million and Title I 
funds contributed to ADAPs totaled $18 million. 

States utilize two types of purchasing systems for mediations with 30 states purchasing drags 
directly and 24 purchasing through a pharmacy network and then seek rebates. Louisiana is a 
direct purchase state. In recent years, HRSA and other agencies have suggested that states who 
are not currently purchasing through a direct purchase system should switch to such a purchasing 
method. Lower costs are often cited as a reason to do so. A recent study of California’s ADAP 
found that after calculating mandatory and negotiated rebates, prices paid for HIV 
pharmaceuticals are comparable to those paid by states using direct purchase mechanisms. 

Direct purchase ADAPs often have additional administrative, dispensing and distribution costs 
that also must be considered in the total cost when comparing these two purchasing 
mechanisms. Additionally, there are many factors that states must consider to minimize access 
barriers when choosing a model for drug purchasing, including the size, geography and 
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demographics of the populations they are trying to serve. The state’s existing health care and 
pharmacy infrastructure are also key considerations in the model chosen. 

ADAPs receive the lowest prices in the country for antiretroviral therapies. In 2003, NASTAD 
established the ADAP Crisis Task Force to negotiate with the pharmaceutical industry on behalf 
of all ADAPs. Although the large states had the bargaining power, the Task Force felt it was 
critical that all ADAPs, large and small, had access to the same prices and discounts. The Task 
Force has agreements with all eight manufacturers of ARVs (Abbott, Boehringer-Ingelheim, 
BMS, GSK, Gilead, Merck, Pfizer, and Roche). As a result of this highly successful public- 
private partnership, the Task Force achieved supplemental discounts/rebates beyond those 
mandated by the 340B program and price freezes that have resulted in over $300 million in 
savings over the past three years. The Task Force has also expanded negotiations to makers of 
therapies to treat opportunistic infections (Ols) and other high cost, highly utilized drugs. 

Unexpended Expiring ADAP Funds 

While administering ADAP, some states periodically finish fiscal years with small amounts of 
unspent funds. These amounts, typically ranging from five or ten percent of overall awards, may 
be requested in the subsequent fiscal year to provide services during that fiscal year. The 
unspent funds typically result from delays in notice of grant awards from the federal government, 
timing of the receipt of rebate checks, or other unanticipated fluctuations in spending at the state 
level. Occasionally, the amount of unexpended funds reaches beyond ten percent of a grantee’s 
overall award for reasons specific to the individual jurisdiction. Louisiana currently has no 
unexpended ADAP funds. 

State AIDS director unanimously agree that expiring unexpended funds must be put back into the 
CARE Act rather than being returned to the Treasury, as is currently the case. States with 
excessive and chronic amounts of unobligated funds need immediate technical assistance from 
HRSA to address issues that hinder a state from spending their award. 

Our ADAP proposal outlined below would redistribute unobligated funds from all Titles of the 
CARE Act back into the ADAP program. Although this would be considered one-time-only 
funding, it would allow states to provide life saving therapy to individuals in need for a year. 

Impact of Medicare and Medicaid 

As the payer of last resort, the CARE Act is the safety net under other public programs such as 
Medicaid and Medicare. ADAPs provide services to persons on Medicaid with insufficient drug 
coverage, i.e., a limited number of prescriptions per month, and assist clients’ cost-sharing to 
receive full Medicaid benefits. As Medicaid programs are altered from state to state, CARE Act 
programs must adapt to fill the gaps. The Medicare prescription drug benefit (Part D) added 
another coverage option for eligible individuals living with HIV/AIDS. ADAPs have been 
assisting clients enroll in Medicare prescription drug plans and implementing their policies to 
assist clients with filling any gaps of the Medicare drug benefit. The full financial impact of 
Medicare Part D on ADAPs will be unknown for sometime. However, it is estimated that 
ADAPs will save approximately $53 million due during FY2006 as a result of Medicare Part D. 
This number is expected to rise to $67 million in FY2007. 
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Challenges Facing ADAPs 

Ten years after the advent of highly active antiretroviral treatments, the lives of people living 
with HIV/AIDS have been greatly extended. Therefore, individuals may remain on ADAP for a 
lifetime. ADAPs across the country continue to encounter significant challenges in maintaining 
fiscal stability while adequately serving the growing number of uninsured and underinsured 
individuals living with HIV. These challenges are even more problematic in states with less 
expansive Medicaid programs and state ADAPs that are administered solely as a result of federal 
funding. 

As of February 16, 2006, a total of 791 individuals were on ADAP waiting lists in nine states. 
Nine ADAPs have instituted capped enrollment and/or other cost-containment measures since 
April 1, 2005. Eight ADAPs anticipate the need to implement new or additional cost- 
contaiiunent measures during the current ADAP fiscal year ending March 3 1 , 2007. 

Congress and the President have shown strong support for ADAP. On June 23, 2004, President 
Bush announced immediate availability of $20 million in one-time funding outside of ADAP to 
provide medications to individuals on ADAP waiting lists in 10 states (registered as of June 21, 
2004). At maximum enrollment, the program served 1,487 individuals. As of February 16, 

2006, four individuals were enrolled in the program, which is administered separate from 
ADAPs by BioScrip, Inc. The program is expected to end in the very near future as funding 
expires. Funds were not provided to continue the program and states have either enrolled these 
clients in their ADAP or into pharmaceutical patient assistance programs. 

For individuals on waiting li.sts, states make every effort to ensure that clients are linked to 
pharmaceutical patient assistance programs. However with inadequate resources to even serve 
clients, it is difficult to accomplish this task as well. It is extremely challenging to engage in 
efforts to increase the number of people who are aware of their HIV status if the only thing you 
have to offer is a waiting list. 

Although waiting lists are an indication of an ADAP in fiscal crisis, states use other mechanisms 
to restrict access to the program including reducing financial eligibility criteria, limiting the 
drugs that are available through the formulary setting monthly expenditure limits, or setting 
enrollment or medical criteria limits for access to new medications. Many states often pursue 
these options rather than instituting a waiting list. Solutions to tackle the ADAP crisis that only 
address waiting lists are insufficient and unfair to other states in need. 

As the approximately 300,000 HIV positive individuals who know their status but are not in care 
seek treatment or are referred into care, a percentage of these individuals without private 
insurance or ineligible for Medicaid will seek medications through ADAP. And with the use of 
HIV rapid testing technology, the ability of states to identify HIV positive individuals will 
increase. Therefore, reauthorization must address the ability of states to increase access to 
ADAP, including states in chronic need. 

Recommendations for Reauthorization 

First and foremost state AIDS directors want the CARE Act to recognize the role of the states in 
coordinating care and treatment services within the state. Currently, other grantees of the CARE 
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Act are not required to work with the state and HRSA provides little oversight of their activities 
to ensure that there is not duplication of services. We are seeking to increase accountability by 
requiring state and local care delivery coordination. There are proposals before Congress to 
eliminate the statewide component of the CARE Act and only provide states funds for cases 
outside of Title 1 EMAs. This will decrease effective state-wide coordination of services. States 
are responsible for the care of all citizens with HIV in their state and this responsibility should 
not be undermined. If the statewide component of the Title II base is eliminated, many statewide 
mandates would need to be eliminated due to lack of resources and participation of the other 
grantees in statewide processes. The infrastructure to continue providing vital care and treatment 
services would also be greatly compromised. 

State AIDS directors have two proposals for reauthorization which are reflective of our vision for 
improved access to HIV care services in the nation: (1) to enhance the availability of ADAP 
resources and services for persons living with HIV/AIDS in need in all areas of the nation, and 
(2) to provide additional resources to states with chronically insufficient Title II base funds 
through a Title 11 base supplemental grant mechanism. 

Increase ADAP Stability 

State AIDS directors believe a central goal of reauthorization legislation should be to increase 
states' ability to provide antiretroviral therapy treatment to people with HIV/AIDS. For the past 
five years, ADAP expenditures have grown by $100 million each year. We support the inclusion 
of explicit and increasing authorization amounts for ADAP. While this does not ensure that the 
appropriators will follow suit, we are committed to working with Congress to secure increased 
funding for ADAP, 

For FY2007, state AIDS directors seek an increase of $ 1 97 million for ADAPs to maintain those 
currently enrolled, to meet the growing demand to enroll new clients, and to strengthen ADAPs 
to provide PHS recommended drugs. We recommend the establishment of a guaranteed 
minimum level of new funding to ADAP for use in providing access to HIV/AIDS drugs and 
care, and to direct a portion of this new funding to states with waiting lists, inadequate 
formularies and restrictive income eligibility criteria. State AIDS directors recommend that a 
minimum increase of $60 million be provided annually to support ADAPs. While $60 million 
does not represent the entire need, this guaranteed funding would enable states to provide 
treatments to low-income individuals, consistent with U.S. Public Health Service guidelines, 
while enabling them the flexibility to make formulary decisions based on the financial status of 
their ADAPs. It also recognizes the importance of state general revenue support of ADAPs. If 
the money is not appropriated, unexpended funds from all titles of the CARE Act should be used 
and, if necessary, an equal percentage tap on all CARE Act titles, excluding ADAP, should be 
taken to sustain ADAPs. 

ADAP Supplemental Grants for States in Need 

State AIDS directors agree that ADAP Supplemental Grants need to be strengthened and a 
guaranteed source of funding secured. The ADAP Supplemental should no longer be limited to 
3 percent of the ADAP appropriation. Rather, the ADAP Supplemental funding should include 
the amount appropriated in FY2006, plus 20 percent of the guaranteed $60 million ADAP 
increase. We recommend that eligibility for the ADAP Supplemental be revised as the current 
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legislation limits awards only to those states with specific program restrictions in place as of 
January 2000. State ADAPs operate within a complex and dynamic financial environment; 
therefore restricting eligibility only to those states with restrictions in place as of January 2000 
conflicts with the need to provide additional support for states that meet the definition of severe 
need today. Furthermore, such restrictions in eligibility do not allow for downturns in state and 
federal economies, rise in the cost of antiretroviral treatment, or other events that impact program 
solvency over time. 

Accordingly, we recommend eligibility be based on: 1) Gross income eligibility criteria of less 
than 300 percent of FPL; or 2) Inadequate formulary - lack of coverage of any FDA-approved 
antiretroviral drugs or the PHS-recommended drugs for the treatment and prophylaxis of 
opportunistic infections for individuals with incomes less than 300 percent of FPL; or 3) Waiting 
lists of ADAP applicants with incomes less than 300 percent of FPL. A state would maintain 
eligibility throughout the authorization period and could become eligible for the supplemental at 
any time during the period. 

In addition, state AIDS directors recommend repealing the overall Title II hold harmless 
provision (including base, ADAP earmark, ADAP supplemental grants. Emerging Communities, 
and Minority AIDS Initiative funding). This provision has resulted in the unintended loss of 
significant funds to the pool of available money for ADAP Supplemental grants to states in 
severe need. 

Elimination of ADAP Supplemental Match Requirement 

The legislation requires that states secure $1 in state funds for every $4 in federal funds prior to 
submitting an application for the grant. Therefore, states that meet one of the eligibility 
requirements but lack the funds to meet the match have been unable to access the funds. This 
match requirement has resulted in a loss of funds to several state ADAPs that are in dire need of 
additional resources. We support the removal of the match requirement for the ADAP 
Supplemental only, with other state match and maintenance of effort requirements continuing in 
a reauthorized CARE Act. 

List of ADAP Core Medications 

State AIDS directors recommend that .states provide treatments to low-income individuals 
consistent with PHS guidelines which allow states the flexibility to make formulary decisions 
based on the financial status of their ADAPs. We oppose any additional formulary requirements 
without guaranteed federal funding to accompany them. 

The significant range of drug access among states raises concern about disparities in access 
depending on where individuals live. State AIDS directors recognize the need to address such 
disparities and the importance of establishing a standard of care available to all ADAP clients 
regardless of residency. However, we are concerned that establishing a core formulary may 
actually reduce access by creating a formulary ceiling for states with more expansive 
formularies. For example, if a state with drugs available to treat HIV, OIs, hepatitis co-infection 
and treatment side effects faces budgetary challenges, the program may be forced to ramp down 
to offer only the core drugs as a means of cost-savings. Establishing a core formulary may send 
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a message to state legislators and appropriators that only the drugs defined in the core formulary 
are needed to provide comprehensive care to people living with HIV/AIDS. 

In addition, requiring a core formulary for ADAPs may cause more fiscal strain for ADAPs with 
limited formularies. For example, in 2005 Louisiana’s ADAP offered only the FDA-approved 
ARVs on its formulary due to budgetary constraints. If a core formulary were defined to include 
the PHS recommended drugs for prevention and treatment of 01s, it could potentially force this 
and other ADAPs, in the absence of additional funding, to reduce enrollment in order to allow 
access to these additional drugs. States with limited formularies would also be forced to put all 
their Title II base dollars into their ADAP in order to bring their ADAP up to the floor. 

We believe, through an annual guaranteed level of funding for ADAP and the enhancement of 
the ADAP Supplemental Grants, states will provide access to therapies consistent with PHS 
guidelines including all antiretroviral medications and highly recommended “A 1” OI drugs. 

Maximization of Funds for Treatment 

State AIDS directors recognize the challenges that HRSA faces in administering the 340B Drug 
Discount Program as authorized under Section 602 of the Veterans’ Health Care Act of 1992. 

We recommend that the Secretary, through HRSA, provide the Unit Rebate Amount (URA) 
generated by the Centers for Medicare and Medicaid Services on a quarterly basis with ADAPs 
utilizing the 340B rebate option in the same manner as it is shared with state Medicaid programs. 
This will allow ADAPs to determine whether they are receiving the appropriate prices and rebate 
amounts. 

We recommend the CARE Act clarify that states that receive rebates from drug manufacturers 
resulting from the use of federal funds direct the rebate funds back into their ADAP program. 

We also recommend that all CARE Act grantees be required to coordinate purchasing efforts 
with their respective state’s ADAP in order to maximize purchasing power and extend the lowest 
possible price to all grantees. Coordination should occur unless the grantee is able to 
demonstrate that it can otherwise obtain lower prices for medications than those available 
through the state’s ADAP. 

Technical Fix for Select Territories to Receive ADAP Funds 

The HHS Office of Inspector General recently determined that American Samoa, the Marshall 
Islands, and the Northern Marianas Islands are ineligible to receive ADAP funds and therefore 
did not receive ADAP funding in FY2006. Although the amount of money is under $ 1 0,000, 
these territories should be eligible to receive ADAP funds as they do from the Title II base. A 
technical correction is necessary to address this matter. 

Increase Capacity of States to Provide Care Services 

State AIDS directors believe the current EC provision should be modified to address the 
disparity of funding between EMA and non-EMA states, and those states with 50% of their 
AIDS cases outside of the EMA. These areas are experiencing a severe lack of Title II base 
resources that fund critical primary care and support services. States with chronically 
insufficient Title 11 base funds have long wait times for primary care and struggle to meet the 
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needs of persons in smaller urban and rural areas that lack the density to secure Title 1 CARE Act 
resources. State AIDS directors propose new resources be directed to states with epidemics that 
are not highly concentrated enough to be eligible for Title I funding, through Title II base 
supplemental grants. Funds would be distributed to non-minimum award states without Title I 
EMAs and to the two states (Louisiana and Ohio) with Title 1 EMAs in which 50 percent or 
greater of their state’s cases reside outside of their Title I EMA. The $70 million for the Title It 
base in the President’s budget should be appropriated and directed to these states via formula. If 
the additional funding recommended by the President is not appropriated, the $10 million 
currently directed to emerging communities should be directed to these states. 

State AIDS directors also recommend that minimum awards for states be boosted to $500,000 to 
ensure a minimum level of infrastructure and capacity to deliver services is maintained. 

Minimum awards for territories with a significant numbers of cases should be increased to 
$200,000 as well. 

Emergency Response 

The CARE Act and policies of other federal agencies, including CDC, should be altered to allow 
for flexibility as a result of a natural disaster, such as was experienced with Hurricanes Katrina 
and Rita. Currently, there is no flexibility to allow for emergency reimbursement of services 
provided when evacuating ADAP clients seek services in other states. In addition, flexibility on 
the part of HRSA is necessary. In the case of Louisiana, we continue to struggle to put a 
program back together and provide services to clients. Since Hurricane Katrina, HRSA and 
CDC have continued to seek continual administrative reports. The needs of the clients must be 
paramount over the needs of bureaucracy. In cases of an epic natural disaster, federal agencies 
should be provided the flexibility to waive administrative requirements as well as the financial 
match, maintenance of effort, and Women’s Infant Children and Youth (WICY) requirements on 
states. 

The Louisiana HIV/AIDS Program thanks the Chairman, Ranking Member and members of the 
Subcommittee for their thoughtful consideration of our recommendations to revise the CARE 
Act to increase equitable access to critical CARE Act funded services. 
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Testimony of Michael Weinstein 
President of the AIDS Healthcare Foundation 

April 26, 2006 

at the Senate Federal Financial Management Hearing 


As the President of the largest AIDS organization in the 
United States I am deeply concerned about the lack of 
access to HIV medical care for a half a million Americans. 
As we approach the 25* anniversary of the identification of 
the first cases of AIDS I am troubled by our lack of 
progress in treating HIV and controlling the epidemic in 
this country. Our number one priority in all matters 
relating to AIDS should be protecting the public health. 
With half the people who are positive not in treatment 
including many who do not even know their status we 
cannot control the spread of this disease nor adequately 
help the people who have it. 

AIDS Healthcare Foundation’s primary mission is the 
medical treatment of HIV in this country and across the 
globe - serving 32,000 patients. In several of the 
communities AHF serves HIV patients are dangerously 
underserved. As an example, Alameda County, which 
includes Oakland, is only spending ten percent of its Ryan 
White monies on primary medical care. The Magic 
Johnson Clinic we operate there is largely unfunded. 
Specialty referrals are almost impossible to obtain. Despite 
the fact that the County has declared a state of emergency 
around HIV much more money is being spent on social 
services than medicine. At our Magic Johnson Clinic in 
Jacksonville, Florida the situation is similar. 
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Ten years after the discovery of the miraculous drug 
cocktails that have made HIV a treatable illness we are 
treating HIV as it is the death sentence it was in the 1980s. 
We reauthorized Ryan White five years ago without 
making the necessary adjustments to reflect the progress we 
have made in treating the disease and there are some who 
would have us do this again this year. 

We know what it takes to control this disease. We must 
identify most of the carriers and get them into treatment. 
And we must effectively educate the uninfected population. 
Despite billions of dollars a year in expenditures to combat 
AIDS we are failing on all counts. One need merely look 
at the numerous countries both rich and poor that are 
succeeding where we have failed to understand why. We 
don’t do enough tests. We don’t provide enough funding to 
treat. We are spending too much money on the drugs. We 
are not putting sufficient responsibility on the infected 
person to protect their partners. 

Until we have treatment readily available to everyone who 
needs it we will continue to have more and more AIDS 
cases. Until testing is taken out of the rarified atmosphere 
of an anonymous test site and integrated into mainstream 
medical cares in hospitals, clinics and doctor’s offices we 
will not identify many of the people who are positive. 

Until we tell the drug companies that the US Government 
will not write a black check for purchasing HIV drugs we 
will continue to have waiting lists for the AIDS Drug 
Assistance Program. Until we are honest with people about 
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the consequences of becoming infected by HIV, which is 
not the day at the beach the way that the drug company ads 
portray it as, we will continue to fail to fight AIDS 
effectively in America. 

The solutions are quite simple. 

If you want to improve access to care require that the lion’s 
share of Federal dollars be spent treating the disease. We 
are doing this in Los Angeles. The result is a vast network 
of outpatient clinics both public and private across the vast 
geography of Southern California. Alameda County would 
have the same diversity of treatment options if most of their 
money were not being spent on food, housing, 
transportation, case management and everything else. 

If you want to find more positives you need to test more 
people in a fast, convenient and cost-effective manner. 
Routine testing in health care settings without onerous 
counseling requirements is the only way to go. 

If you want to make drugs more accessible to more patients 
you cannot pay higher and higher prices for each new 
generation of drugs, including those that are developed at 
government expense, thus eating up most of the new money 
that the Congress has appropriated. 

If we identify more people who are positive and get them 
into treatment the number of new infections will go down. 
If it goes down below the number of deaths then the 
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number of people living with HIV will be less each year 
rather than more. 

We need the resolve to put the money where it is most 
needed to stop AIDS. Rural areas and cities with emerging 
epidemics must get a bigger piece o the pie. Distributing 
funds based upon where the epidemic was ten years ago 
will not help up fight it where it is found today. The people 
most hurt by this are people of color who represent the 
overwhelming majority of new cases of AIDS. 

Public health and politics are a dangerous mixture. Too 
many decisions about how to address AIDS have been 
made on the basis of how one constituency or another must 
be appeased. This had led to a piece-meal, half-hearted 
approach that has led us to where we are now. There is no 
more fundamental function of government than the 
protection of the public health. I strongly urge the 
Congress to reauthorize the Ryan White Care Act in a 
fashion that will protect generations to come from this 
devastating illness. And I would ask you to take another 
look at other areas of AIDS spending such as vaccines and 
research where there is enormous waste of public 
resources. If these changes are adopted now I am confident 
that in the United States, as happened in Uganda, that this 
month I visited for the eighth time, we will have less AIDS 
down the road rather than more. 


Thank you. 
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QUESTIONS AND RESPONSES SUBMITTED FOR 
THE RECORD FROM KEVIN FENTON, M.D. 

Senate Committee on Homeland Security and Governmental Atfairs 
Subcommittee on Federal Financial Management, Government Information 
and International Security 


Q1 : HIV-positive individuals who are unaware of their infection may 
account for up to 70 percent of all new sexually transmitted HIV 
infections in the United States, according to a “conservative” 
mathematical calculation form the CDC published in the June 26"' 
edition of the journal, AIDS. If this is indeed the case, shouldn’t early 
diagnosis of all those who are infected be the primary HIV prevention 
goal of CDC? 

A: Reducing the number of new HIV infections through prevention programs for 
both HIV-infected and HIV-negative persons, remains CDC’s primary HIV 
prevention mission. Since April, 2003, with the launch of the “Advancing HIV 
Prevention (AHP) initiative; New Strategies for a Changing Epidemic’’, CDC has 
increased efforts to help people living with HIV reduce the likelihood of further 
HIV transmission. A key AHP strategy is to reduce the number of HIV-infected 
persons who are unaware of their HIV infection status. In addition, in 2006 CDC 
will be releasing Revised Recommendations for HIV Testing of Adults, 
Adolescents, and pregnant Women in Health Care Settings to further increase 
HIV testing. These guidelines seek to make HIV screening routine practice in 
health care settings to reduce the estimated 250,000 persons who are unaware 
that they are HIV-infected. CDC also promotes increased use of HIV rapid tests. 
Pending Congressional budget approval, the President’s Domestic HIV/AIDS 
Initiative will provide funding for rapid testing of nearly 3 million persons in the 
metropolitan areas most heavily affected by the HIV/AIDS epidemic. These CDC 
initiatives seek to reduce transmission from HIV-infected persons and to 
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encourage early testing among persons who are unaware of their HIV infection to 
link them to treatment and prevention programs as early as possible. 

Q2; How many HIV tests would need to be made available this year to 
effectively identify those Americans living with HIV that do not know 
they are infected? How many tests, including rapid tests, does the CDC 
intend to purchase and distribute this year and every of the preceding 
five years? 

A: This is difficult to answer. While health departments report to CDC the 
number of tests performed in publicly-funded sites, many persons are tested in 
private physician offices and CDC does not receive data on the number tested in 
these sites. The President's Domestic HIV/AIDS Initiative, proposed for Fiscal 
Year (FY) 2007, includes testing in clinical and non-clinical settings to support 
outreach and testing for nearly 3 million individuals, including more than 600,000 
incarcerated persons, and 500,000 injection drug users. 

In FY 2006, CDC purchased oral fluid rapid tests at the same overall level 
($2,329,800) as FY 2005, less the Congressional rescission and agency 
enterprise-wide cost reductions. That funding purchased 21 1 ,800 tests kits. 

Q3: Three years ago, the CDC unveiled its "Advancing HIV 

Prevention" initiative which recommends routine HIV testing be 
incorporated into standard medical services, universal HIV testing of 
pregnant women and newborns, confidential partner notification, and 
rapid HIV testing available in non-clinical settings. How many states 
have enacted these recommendations? What is being done to assist all 
states adopt these recommendations? 
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A: CDC is striving to ensure that no child is born in the United States whose HIV 
status (or whose mother's HIV status) is unknown. In 2003, CDC 
recommended the implementation of the “opt-out" testing approach, in which 
pregnant women are notified that an HIV test will be routinely included in the 
standard panel of prenatal tests for all pregnant women, but they can decline 
HIV testing. Despite these recommendations, prenatal HIV screening is not 
yet universal and there continue to be women arriving in labor with 
undocumented HIV status. Studies show that an “opt-out" testing approach 
results in higher testing rates than an "opt-in" approach (i.e., pregnant women 
receive pre-test HIV counseling and must provide HIV test consent). 

Currently, seven states have specifically authorized "opt-out" prenatal HIV 
screening and one state has authorized "opt-out" for newborn testing. 

In 2004, CDC and the American College of Obstetricians and Gynecologists 
(ACOG) issued recommendations for rapid HIV testing at labor and delivery. 
Although early diagnosis and treatment is the best way to prevent mother-to- 
child HIV transmission, rapid testing technology provides an opportunity to 
identify a women's HIV status during labor. This allows providers to begin 
antiretroviral treatment for women with newly diagnosed infection and for their 
infants within hours of birth. CDC worked with ACOG and in November 2005 
ACOG published a legislative toolkit for state lawmakers that includes 
suggested legislative language to require “opt-out" testing for pregnant 
women. ACOG urges state lawmakers to update laws and regulations to be 
consistent with the current medical recommendations for prenatal HIV testing 
that no longer require informed consent and for rapid HIV testing during labor 
for women with undocumented status. 

To further decrease perinatal HIV transmission, CDC is working with partners 
to promote routine prenatal HIV testing using an “opt-out” approach, develop 
guidance for using rapid tests during labor and delivery or immediately post 
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partum, provide training in conducting prenatal testing, and monitor the 
integration of routine prenatal testing into medical practice. 

In addition, CDC's “Revised Recommendations for HIV Testing of Adults, 
Adolescents and Pregnant Women in Health Care Settings," expected to be 
published in September 2006, will include important recommendations for 
public and private-sector health care providers with regard to pregnant 
women. These include: 1 ) HIV screening should be included in the routine 
panel of prenatal screening tests for all pregnant women; 2) HIV screening is 
recommended after notifying the patient that testing will be done unless the 
patient declines (opt-out screening): and 3) repeat screening in the third 
trimester is recommended in certain jurisdictions with high rates of HIV 
infection among pregnant women. 

Q4: What is the average amount of time it takes to complete pre-test 
counseling for HIV? How does this compare to the average time spent 
on pre-test counseling for other diagnostics, such as a PAP test? 

A: CDC has conducted time-motion studies in a variety of HIV counseling and 
testing venues. Results from these studies suggest that the mean time spent on 
pre-test counseling ranges from five to 21 minutes. The findings varied by site. 
For example, in one hospital setting, mean pre-test counseling time was five 
minutes, while in another hospital setting, mean pre-test counseling time was 16 
minutes, and in a community-based organization setting mean pre-test 
counseling time was 21 minutes. CDC is not aware of comparable time-motion 
studies for pre-test counseling for other diagnostics. 

Q5: A study reported earlier this year in the Mayo Clinic Proceedings found 
that about twice as many hospitalized patients with HIV could be 
identified if hospitals conducted routine testing. This conclusion 
echoes the findings of other studies published since the 1980s. In 1993, 
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the CDC recommended that clinical facilities with higher than average 
HIV rates offer routine testing. Yet, the author of this latest study noted 
that "essentially no one has followed this suggestion." What can be 
done to make HIV testing routine so more of those who are unaware of 
their status visiting health facilities can be identified and linked to 
treatment? 

A: A significant mechanism that CDC is using to make HIV testing routine in 
order to better diagnose and improve linkages to care in health care facilities is 
the publication of CDC’s “Revised Recommendations for HIV Testing of Adults, 
Adolescents, and Pregnant Women in Health Care Settings." These guidelines 
are based on the most recent research findings, including three analyses 
published in 2005 which showed that HIV screening in health care settings is 
cost effective even in settings with an HIV prevalence as low as 0.1%. The 
guidelines, which are expected to be published in September 2006, are being 
revised to recommend screening in ail health care settings of all persons aged 
13-64, without regard to individual risk or the facility’s HIV prevalence. They will 
further recommend including HIV testing as part of the general consent for care; 
that is, HIV testing should not require separate informed consent. These 
recommendations are designed to normalize HIV testing, to make it a routine 
activity in all health care settings (thereby reducing the stigma of being “singled 
out” for risk-based testing), and to also encourage third-party reimbursement as 
is routine for other recommendation-concordant screening services. 

CDC will also develop a practical guide and model protocol for screening in 
urgent care settings, and has scheduled a series of six regional workshops to 
assist facilities (especially in high-morbidity areas) in developing their 
implementation plans. 

Other efforts by CDC to further ensure appropriate incorporation of HIV testing 
procedures into clinical practice is funding several organizations to facilitate 
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training and technical assistance for facilities needing guidance. In 2006, CDC 
funded the National Association of Community Health Centers (NACHC) to 
provide on-site training and technical assistance to five community and regional 
centers. These efforts are expected to develop procedural guidance to help CDC 
operationalize HIV screening and prevention protocols and policies from a 
programmatic, administrative, and clinical perspective. CDC will provide funding 
to NACHC in 2007 to develop strategies to disseminate the procedural guidance 
and to assess the success of the dissemination and the extent of the use of the 
guide. 

Also in 2007, CDC will fund two national medical organizations and the Health 
Research and Education Trust of the American Hospital Association to promote 
the incorporation of HIV testing as a routine part of medical care and provide 
technical assistance to 5-10 hospitals in high prevalence areas to establish, 
maintain, improve, and/or increase the amount of testing provided in emergency 
rooms. 

Q6: If routine testing is not avaiiabie in aii medical settings, at the very 
minimum, where should routine testing be available? 

A: If routine HIV testing is not available in all medical settings, at the very 
minimum, routine testing should be available for high-risk persons and for 
those in acute-care settings located in areas of high HIV prevalence. 

Q7; What populations and demographics should be routinely tested for HIV 
or other STDs? 

A: In all health care settings, screening for HIV infection should be routinely 
performed for all patients aged 13-64. In addition, all patients initiating 
treatment for tuberculosis should be routinely screened for HIV infection; 
those seeking treatment for STDs, including all patients attending STD clinics, 
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should be routinely screened for HIV during each visit for a new complaint, 
regardless of whether the patient is known or suspected to have specific 
behavioral risks for HIV infection. Finally, all pregnant women in the United 
States should be screened for HIV infection. 

Q8; Why is providing testing opportunities in non-clinical settings 
important? 

A: Not all persons seek routine care in this country. Of the more than 1 million 
persons living with HIV in the United States, an estimated 25% are unaware of 
their infection. Because these persons do not know they are infected, they do 
not access HIV testing, treatment, and prevention services; consequently, they 
are at high risk for HIV-related morbidity and mortality, and are also likely to 
continue engaging in behaviors that may transmit HIV to others. Also some 
people cannot be reached for HIV testing through health care settings, thus an 
array of testing strategies is needed to reach people who are unaware of their 
HIV infection. 


Q9: Is there any scientific evidence that routine testing discourages those 
at risk for HIV from seeking testing or treatment? 

A: CDC is not aware of any studies conducted among persons who are at risk to 
evaluate whether routine testing discourages persons from seeking testing or 
treatment. 
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Q10: What are the public health benefits of confidential partner 
notification, including spousal notification? 


A; Partner Notification is a key component of HIV Partner Counseling and 
Referral Services (PCRS). Through PCRS, sex and drug use partners of HIV- 
infected persons are informed of their possible exposure to HIV. This is 
particularly important for those partners who do not suspect that they might have 
been exposed to HIV. Once informed, the partner can decide to access available 
HIV prevention counseling and testing services. If not infected with HIV, partners 
can be assisted in changing their risk behavior, thus reducing the likelihood of 
acquiring HIV. If the partner is HIV-infected, the partner can be referred to 
ongoing medical care. In addition, PCRS can be instrumental in identifying 
sexual and drug-injecting networks at high risk for transmission of HIV or other 
sexually transmitted diseases. Studies have shown that PCRS is a cost-effective 
tool for reaching persons at very high risk for HIV infection and is acceptable to 
individuals seeking HIV testing, HIV-infected persons and notified partners. 

Q11: The 1996 Ryan White CARE Act reauthorization contained a 

requirement that as a condition of federal funding all states "require 
that a good faith effort be made to notify a spouse of a known HIV- 
infected patient that such spouse may have been exposed to HIV and 
should seek testing." The CDC certified all states as complying with 
this requirement. A review by the HHS OIG concluded in August 
1999 that "While States have taken action on their certifications, their 
efforts do not completely ensure that vulnerable people are always 
made aware of their possible exposure to HIV. Based in our findings, 
additional efforts need to be undertaken to ensure maximum 
notification." According to the recent review, at least two states- 
Massachusetts and Minnesota-actually require the permission of the 
infected index patient to notify his or her spouse that they could be 
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at risk. Clearly this is not a "good faith" effort and, in fact, 
contradicts the intent of the law which is to ensure unsuspecting 
spouses are alerted to their risk. Does CDC believe that requiring 
the consent of the infected index patient to alert a spouse — as 
required by law — a “good faith” effort? Will the agency reconsider 
its certification of state compliance if states have laws or practices in 
place that hinder good faith efforts to notify current or former 
spouses, as required by law? 

A: It is difficult to answer this question without looking at the rest of the 
regulations and laws of states regarding partner notification or spousal 
notification. For example, in Minnesota, in cases where an index case is 
unwilling to inform the current spouse of his or her HIV infection, the situation 
triggers a duty to warn investigation by the Minnesota Department of Health 
STD and HIV Section. In 1989, the Minnesota Attorney General’s Office 
informed the Minnesota Department of Health that the threshold information 
to trigger a duty to warn requires: 

“1) Verification that the known carrier, 2) aware of his or her positive serostatus, 
3) presents a foreseeable risk of harm, 4) to an identified partner who 5) is 
either uninfected or whose status is unknown and 6) who is unaware of the 
carrier’s status. Additionally, we should be able to demonstrate that the carrier 
7) was given an opportunity to inform the uninfected partner, and 8) has 
evidenced either an Incapacity or unwillingness to alert the unknowing 
partner ” 

The MDH has used this guidance since 1989 to investigate and take action in 
those cases where an index case is unwilling to inform a current spouse of his or 
her HIV infection. Additionally, Minnesota Statute 13.3805, subdivision (1)(b){3) 
permits the commissioner of health to disclose the name and HIV status of an 
individual to another individual who is at risk for infection with HIV, such as a 
current spouse. 
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Massachusetts has Informed us that spousal notification is handled in the same 
manner as the notification of any partner of an HIV positive person, and relies 
primarily on the state Disease Intervention Specialist (DIS) system residing at the 
MDPH Division of STD Prevention (see 

ht tp://www.rn as s.qov/doh / cdc/std/servjces/hivpn.ht m ) . 

Under this procedure, the testing counselor, physician, or other care provider 
makes an active and supported referral to the regional DIS staff. Preferred 
practice is to arrange a face-to-face meeting between the index case and the 
DIS. In all cases the DIS interviews the known positive person, or index case, to 
determine how many individuals with whom the index case may have engaged in 
HIV and STD risk behavior and collects the names and contact information of 
his/her sexual and/or injection drug equipment sharing partners, including his/her 
spouse. Regardless of the stated preferences of the index case, if this 
individuals states they have not notified any of these exposed persons 
him/herself, the DIS has the responsibility and authority to use the contact 
information provided to make notification to each partner of his/her possible 
exposure to HIV. Notification is always performed in person, though In the case 
of failure to physically locate a given individual, the DIS has the option of leaving 
a discreet notice indicating the need to discuss an important health matter. In all 
cases, repeated attempts to reach partners are made and the case remains open 
and active until such contact is made. The identity of the contact information 
source is never revealed. Therefore, the index does not need to give consent to 
the DIS to make notification and the DIS needs no consent to proceed with 
notification. 
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CDC is currently undertaking a legal review and assessment of state laws, 
policies, and administrative rules concerning partner counseling and referral 
services (PCRS), including spousal notification, CDC anticipates this report on 
the legal environment of PCRS will be available in early 2007. 

Q12: Many opponents of routine HIV testing argue that by removing the 
extensive pre- and post-test counseling, at risk populations will not 
receive valuable prevention information that could lead to risk 
reduction. Yet a study published in The Journal of Acquired Immune 
Deficiency Syndromes in January 2002 found that “Compared with 
first-time [HIV testers], repeat testers were more likely to report 
recent risk behaviors and to acquire HIV.” Based on this data, 
doesn’t it seem that pre- and post-counseling is not necessarily as 
useful to changing behaviors as some might hope? Additionally, is 
any professional certification required to be an HIV test counselor? 

A: The study referred to was conducted among young men who have sex with 
men (YMSM) in seven U.S. cities. Results from this study cannot be generalized 
to the entire U.S. population. Nevertheless, the results among YMSM illustrate 
the significant challenges faced by HIV counseling and testing programs. CDC 
continues to support HIV counseling as part of the HIV testing process where 
feasible, especially post-test counseling of persons who are found to be HIV- 
infected. Professional certification for HIV counselors is required in 29 states. 
See Appendix A for a list of states (as of September, 2004) that regulate who can 
offer HIV counseling. 

Q13; You noted that in your testimony that “emerging data suggest that 
singling out HIV testing is likely to perpetuate the stigma 
surrounding HIV testing” and that “routine testing also reduces 
stigma associated with having to disclose behavioral risks.” Could 
you elaborate on these points? 
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A: Much of our experience with routine testing has come from perinatal HIV 
testing. The "opt-out” approach to perinatal HIV testing has been shown to 
reduce anxiety surrounding HIV testing and to substantially increase test 
acceptance rates. Under the opt-out approach, women are notified that an HIV 
test will be included in a standard battery of prenatal tests and procedures and 
that they may refuse testing. Increases in prenatal HIV-testing rates have been 
noted in states that shifted from an opt-in approach to an opt-out approach and 
were probably associated with a greater likelihood that woman were offered HIV 
testing during prenatal care. Furthermore, data from CDC’s Perinatal Guidelines 
Project indicated that the majority of women will accept HIV testing if it is 
recommended by their health-care provider (MMWR, 51(45);1013-1016). 


Q14: In your testimony you pointed out that “about haif of the 50 states 
require informed written consent before an HiV test can be 
conducted” and that “at the federal level, the Ryan White CARE Act 
requires counseling before testing of HIV disease.” Are there any 
other medical diagnostics that are regulated in a similar manner? 

A. Genetic testing and newborn screening are two examples of types of 
diagnostics that are regulated in a similar manner at the state level. Over half of 
the 50 states have legislation that requires informed consent or counseling for 
genetic testing. According to the National Conference of State Legislatures, 16 
states require informed consent for a third party either to perform or require a 
genetic test or to obtain genetic information, and 24 states require informed 
consent to disclose genetic information. (See 

http://www.ncsl.ora/proqrams/health/qenetics/prt.htm for additional information.). 
Nineteen states and the District of Columbia require those involved in newborn 
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screening to provide specific educational information to the parent or guardian 
before screening takes place. 


Q15: In your testimony, you list a number of iegal barriers to early 

diagnosis that currently exist, including who can order an HIV test, 
pre-test counseling and written consent for testing. Could CDC 
provide the Subcommittee a state by state listing of these specific 
barriers? 

A: Most states regulate who can provide HIV testing, HIV counseling and 
Partner Counseling and Referral services (PCRS). A comprehensive summary 
of state statutes as of September, 2004 (Appendix A) is included for your 
information. 

Q16: Substance abuse continues to be a significant factor driving HIV 
infection in some communities. How many people nationwide 
currently require treatment for substance abuse? “Do we know how 
many Americans are on waiting lists for substance abuse treatment? 
Does lack of treatment on demand for addiction deter those in need 
from successfully kicking the habit? What prevention initiatives is 
the CDC currently supporting to address HIV risk among substance 
abusers? 

A: Information on the number of persons requiring drug treatment or on waiting 
lists for treatment is not available at CDC. Such data may be available through 
the Substance Abuse and Mental Health Services Administration (SAMHSA). 


As of 2004, injection drug users (IDUs) accounted for 24% of all persons living 
with AIDS. Comparing rates of HIV/AIDS diagnosis during 2001-2004 in the 33 
states with long standing HIV/AIDS surveillance reveals substantial racial and 
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ethnic disparities. Among male IDUs, the rate for African Americans was 26.9 
per 100,000 population, compared with 1.7 for whites, 12.0 for Hispanics, 1.6 for 
Asian/Pacific Islanders, and 2.7 for American Indians/Alaskan Natives. Among 
female IDUs the rate for African Americans was 14.2 per 100,000 population, 
compared with 1 .0 for whites, 4,8 for Hispanics, 0.6 for Asian/Pacific Islanders, 
and 2,2 for American Indians/Alaskan Natives. 

To address these high rates and racial and ethnic disparities among IDUs, 58% 
of directly-funded CBOs provide evidence-based prevention interventions serving 
sexually active IDUs and their partners. IDUs are one of the three groups at high 
risk for HIV infection included in the National HIV Behavioral Surveillance System 
to monitor risk behaviors, testing, and use of prevention services. Data collection 
for IDUs occurred in 2005 and the data are being analyzed. 
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QUESTIONS AND RESPONSES SUBMITTED FOR 
THE RECORD FROM DEBORAH HOPSON 

Health Resources and Services Administrarion 


! . What was the total amount of unobligated Ryan White CARE Act funding that 
was returned to the Treasury on March 31? What is the next date that unobligated 
CARE Act funds will be returned to the Treasury? 

No money was returned to the Treasury on March 31. Money is returned to the 
Treasury at the end of the fiscal year. The unobligated funds from 2001 will be 
returned to the Treasury on September 30, 2006. The unobligated funds from 
2002 will be returned September 30, 2007 and so on. 


2. If Congress does not reauthorize the Ryan White CARE Act before October 1 of 
this year, could you explain how funding to states that have failed to enact a 
names based HIV reporting system would be affected? 

The 2000 CARE Act Amendments require the Secretary to utilize HIV disease 
data in funding formulas for FY 2007. CDC will implement the provisions 
contained in the law as enacted for the reauthorization of the Ryan White CARE 
Act. CDC is committed to assisting states to move from code-based to name- 
based surveillance systems as quickly as possible. 

3. GAO concluded that “The ADAPs with waiting lists may not represent all eligible 
individuals who are not being served and “whether any ADAP turned away 
individuals who would have been eligible without establishing a waiting list.” If 
this the case, how do we know that there aren’t more eligible patients that are 
going with treatment? What is your best estimate of the number of Americans 
living with HIV who are not receiving regular treatment? 

The Administration has proposed a $70 million increase in funding for the Ryan 
White CARE Act for FY 2007 that would be used to bridge the existing gaps in 
coverage for Americans waiting for life-saving medications. These funds would 
help the States end current waiting lists and help support care for additional 
patients. 

Insofar as estimating the number of persons eligible but not receiving treatment, 
there are no national data available to adequately answer this question. 

4. GAO found that “.All of the 25 ADAPs that used the 340B direct purchase option 
reported prices to HRSA that were higher than the 340B price for at least one of 
the top 10 drugs” and that “Of the 27 ADAPs that used the 340B rebate option to 
purchase drugs in 2003, all except 3 ADAPs reported paying drug prices that were 
higher than the 340B prices for many of the top 10 drugs.” GAO noted that 
“Three ADAPs reported prices that were more than then the 340B price for at 
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least 8 of the 10 drugs — Delaware (10), Oklahoma (9), and Kentucky (8).” As you 
know, both Oklahoma and Kentucky have waiting lists and other restraints on 
ADAP coverage and Kentucky attracted national attention recently when several 
patients on its ADAP waiting list passed away. Considering the desperate 
financial state of many ADAPs, why isn’t HRS A doing more to ensure that 
ADAPs are getting fair drug prices? 

HRSA 's Office of Pharmacy Affairs (OP A) is tasked with administering the 340B 
program. OP A does not have the legal authority to share legally protected 
pricing data with ADAP grantees or other covered entities. With greater pricing 
transparency, grantees could know whether they were charged the 340B ceiling 
price by their suppliers. The President ’s Budget Request for FY 2007 includes 
resources for OPA to develop a Web-based tool for entities to use to assess the 
price of a market basket of drugs purchased at the 340B prices that will protect 
confidential pricing data for individual drugs. OPA does not have the resources 
to make manual assessments and comparisons of price files that AD.APs and other 
covered entities may submit. 


5. GAO reports that “HRSA further states that it lacks the resources to conduct a 
comprehensive price comparison” for drugs purchased by ADAPs. Why can’t 
HRSA simply share the 340B prices with ADAPs so each can check the prices 
they are paying themselves? 

HRSA is restricted from revealing the prices by confidentiality agreements 
between the manufacturers and the Federal government. Because of the statutory 
prohibition on release of 340B pricing data, OPA is only able to indicate that 
prices paid by ADAPs are within a percentage range of the 340B ceiling price. In 
response to recommendations made by the Office of Inspector General, HRSA has 
proposed and included in the Administration 's FY 2007 Budget Request the 
creation on the OPA Web site of the capacity for 340B covered entities to 
compare the price of a market basket of drugs without sharing statutorily 
protected pricing data. HRSA has requested that drug manufacturers voluntarily 
share their 340B pricing files with the OPA and the 340B Prime Vendor. HRSA 
will compare the drug companies’ prices with those reported by major drug 
wholesalers for compliance with prices computed by OPA. With permission of 
the drug manufacturers, the 340B drug price file will be posted on the Prime 
Vendor’s pass-word protected Web site. Covered entities, including ADAPs, can 
compare prices at the time of purchase. 


6. Do you expect significant numbers of ADAP recipients to be eligible for the 
Medicare prescription drug benefit? How will Medicare Part D impact ADAP 
waiting lists? 
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ADAPs are requiring clients who are Medicare-eligible to participate in the 
Medicare prescription drug plan benefit (Part D). While individual participation 
in Medicare ’s drug plan is voluntary, the CARE Act is the payer of last resort for 
HIV/AIDS care and treatment. 

Since Medicare is a Federal health benefits and entitlement program, the CARE 
Act payer of last resort requirement applies. Grantees must require Medicare- 
eligible ADAP clients to enroll in the prescription benefit. 

This does not mean that ADAPs must drop Medicare Part D eligibles. States 
have flexibility in determining their eligibility criteria as well as policies with 
respect to covering the Part D out-of-pocket costs of ADAP clients. 

HRSA expects and strongly encourages ADAPs not to disenroll any ADAP 
clients-including Medicare-eligible beneficiaries without first making sure that 
they have a viable option for continuing their antiretroviral drug coverage. 

CMS estimates about 60-70,000 persons living with AIDS (PLWAs) are in the 
Medicare Part D prescription drug program. CMS does not have solid data on 
those who have HIV but not AIDS. ADAPs serve PL WHAs who are HIV-infected 
while PL WHAs who qualify for Medicare usually are disabled (have an AIDS- 
defining disease) and have to wait 29 months for Medicare coverage. 

The impact on the ADAP waiting lists will depend on the final estimates of those 
who enrolled in Medicare Part D by the May 15, 2006 deadline. 


1. Substance abuse continues to be a driving force behind the HIV/AIDS epidemic. 
How does untreated substance abuse hinder efforts to treat those who are infected 
and how much does the CARE Act spend on substance abuse annually? How does 
this amount compare to the annual amount spent on other services such as 
housing, case management and planning? 

The relationship between drug abuse and HIV/AIDS is complex. First, injection 
drug use is not the only way in which drugs contribute to the AIDS epidemic. 
Second, not only heroin, but also other opiates, cocaine, amphetamines, and 
sedatives all may be abused through injection and spread HIV infection among 
those who share paraphernalia. Buprenorphine is a new addiction therapy in the 
United States and many of the clinicians using it so far have been involved in the 
clinical trials that found that it safe and effective. The HIV/AIDS Bureau (HAB) 
staff has undertaken several projects related to buprenorphine, including a 
Special Projects of National Significance (SPNS) initiative that is examining 
model demonstration projects for integrating buprenorphine treatment into HIV 
primary care settings. In addition. Title I funds may be used to provide a 
continuum of care for persons living with HIV disease to including substance 
abuse and mental health treatment and Title III services also provide attention to 
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other health problems that occur frequently with HIV infection, including 
tuberculosis and substance abuse. 

Because active drug use is associated with poor adherence to antiretroviral 
medication regimens, addiction therapy appears to improve clinical outcomes in 
HIV-positive addicts. Experts overwhelmingly agree that treating drug addiction 
in people who are HIV-positive can improve outcomes for both diseases. 

The Regional AIDS Education and Training Centers Program (AETC) is 
supporting training that target Ryan White CARE Act funded providers and staff 
on HIV/AIDS and mental health co-morbidity services and treatment. The AETCs 
are utilizing mental health training curricula developed by the following 
professional associations: American Psychological Association, the American 
Psychiatric Association and the National Association of Social Workers to train 
on three specific topic areas (1) ethics, (2) neuropsychiatry, and (3) mental health 
and substance use. The AETC National Resource Center is also providing the 
logical support and coordination of these training exchanges. 

Data on the allocation of funding by type of service are available for Title I and 
Title II CARE Act programs. seen below, we have compared the allocations 
of program funding for substance abuse treatment, oral health care, mental 
health care, case management, housing services and planning by Title. 


Service 

Title I 

Title II 

Total 

Substance Abuse 

$37,317,798 

$2,705,250 

$40,023,048 

Oral Health 

$19,093,963 

$7,231,713 

$26,325,676 

Mental Health 

Case 

$29,927,874 

$6,709,44! 

$36,637,315 

Management 

$73,576,436 

$60,382,395 

$133,958,831 

Housing 

$31,102,724 

$5,439,888 

$36,542,612 

Planning 

$15,995,913 

$18,106,327 

$34,102,240 


8. Treating patients co-infected with HIV and hepatitis B or C poses unique 
challenges to both doctors and patients. What efforts are HRSA or other HHS 
agencies making to assist health care providers recognize and treat co-infection? 

Care and treatment for Hepatitis coinfection has been successfully integrated into 
several different venues, including CARE Act-funded clinics. Access to HCV 
treatment as of December 2005 was covered under 20 State ADAPs which 
provide access to interferon and ribavirin; 1 7 also cover pegylated interferon. 
Many ADAPs also provide access to drugs to manage the side effects of HCV 
treatment along with vaccinations for HA V and HB V. The AETCs Mountain 
Plains center is designated as a HIV/Hepatitis C Center of Excellence. HRSA 's 
HIV/ AIDS Bureau is also currently working on a booklet. Care and Treatment for 
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Hepatitis C and HIV Coinfection: Expanding Access through the Ryan White 
CARE Act, to assist CARE Act grantees in responding to HIV/HCV Coinfection. 


9. In June 2004, the President made available $20 million in funds from sources 
other than the CARE Act to provide HIV/AIDS drug assistance to individuals 
then on ADAP waiting lists in ten states. The President’s ADAP Initiative (PAI) 
greatly reduced the number of Americans on waiting lists but the number is again 
rebounding. Have these funds been exhausted? Are there plans to identify 
additional funds that could be used to continue this initiative to care for patients 
on ADAP waiting lists? What else can be done with existing funding to alleviate 
ADAP waiting lists? 

To date approximately 1, 793 clients were served in the eight states which 
participated in the program. (Note that two states, Colorado and South Dakota 
never participated in the PAI. They received additional funds from their state and 
eliminated their waiting lists prior to program start. ) 

The funds remaining are slightly less than $859,000 and clients from four states 
are currently enrolled in the PAI. They will continue to receive medications until 
the funds are exhausted. There are no plans to seek additional funds to continue 
this effort. 


10. 1 understand that HRS A recently disqualified the Marshall Islands, the Northern 
Marianas and American Samoa from ADAP eligibility. Could you explain this 
decision and how many patients receiving ADAP in these areas will be affected? 

In its recent review of the CARE Act, the GAO discovered a drafting oversight in 
the current statute. In reviewing the GAO's findings, HRSA/HAB reluctantly 
agreed that the language in the current CARE Act statute, 42 USC 2618, excludes 
from the ADAP earmark award eligibility the five Pacific jurisdictions which 
were added to the program in the 2000 program reauthorization. 

Only three of the jurisdictions received ADAP awards between 2001 and 2005, 
and none had more than 2 estimated living cases of AIDS. 

11. Are their regional variances in the capacity of the HIV medical workforce 

(including physicians, nurse practitioners and physician assistants) that affect the 
ability of Ryan White-funded clinics to meet the medical needs of people with 
HIV/AIDS that qualify for Ryan White services? Are their significant differences 
in waiting times for appointments, distance traveled to access medical care, and 
the ability of the clinic to retain or recruit medical staff? 

HRSA monitors health professions shortage areas in order to improve the health 
status of the population by providing national leadership in the development, 
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distribution, and retention of a diverse, culturally competent health workforce 
that provides the highest quality care for all. Data collected on regional 
variations in the healthcare worker supply does not specifically address 
variations within the HIV-related medical workforce realm. 


12. Are patients witli HIV/AIDS eligible for CARE Act services required to travel 
extraordinary distances in certain regions of the country to access treatment at 
Ryan White-funded clinics? Does the distance that people eligible for Ryan White 
services need to travel to access Ryan White-funded treatment vary significantly 
by region of the country? 

The Ryan White CARE programs work with cities, states, and local community- 
based organizations to provide services that enhance access and address barriers 
to care. Under Title 11, comprehensive planning provisions require states to 
develop strategies to eliminate harriers and disparities in access. Under Titles III 
and IV of the CARE Act, grants are available to urban and rural areas to provide 
HIV/AIDS services. Title III funds 453 community-based primary care clinics of 
which 133 serve rural communities. We are not aware of any studies that 
specifically assess distances traveled by eligible persons who receive Ryan White 
CARE Act services. 


13. Are there significant regional differences in the ratio of Ryan White medical 
providers to Ryan White eligible patients in a given catchment area? Are there 
significant regional variances in the health care financing available for HIV/AIDS 
medical treatment? Are regional differences in HIV medical workforce capacity 
exacerbated by funding decisions that are made at the local or state level by Ryan 
White-fiinded grantees? If regional differences in the capacity of the HIV medical 
workforce are identified, what can and should be done to address these 
disparities? 

HRSA has not conducted any analyses, nor are we aware of any research that has 
been done externally related to regional differences in the ratio of Ryan White 
medical providers to Ryan White eligible patients in a specific catchment area 
and funding decisions regarding HIV medical workforce capacity. 

With regard to regional variations in healthcare financing across the States, 
many of the programs that provide care to people with HIV have significant 
variation in eligibility benefits and other program components. For example, the 
lOM’s “Public Financing and Delivery of HIV/AIDS Care " report (2005) found 
that in “states with less generous Medicaid programs (e.g., states with limits on 
the number of prescriptions filled per month or states with lower income 
eligibility thresholds), low-income people with HIV may have to rely on other 
programs to fill the gaps or may not have access to needed services. ” 

Additional descriptions of variations in healthcare financing across the States are 
reflected in Table D-2 (Pgs 284-290) of the aforementioned report. 
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QUESTIONS AND RESPONSES SUBMITTED FOR 
THE RECORD FROM MARCIA CROSSE 


1. Your report analyzed only prices paid by ADAPs. Do you know if other 
CARE Act titles are receiving the best drug prices? 

We do not have HIV/AIDS drug price data for any non-ADAP entities under the 
other CARE Act titles. 

2. You found that of the federal health programs you looked at, that 
Medicaid is generally paying the highest price for AJDS drugs. Would 
GAO analyze the prices Medicaid is paying for medications for other 
health conditions compared to 340B prices and other federal programs 
and report back to Congress on your findings? 

This analysis was beyond tlie scope of our report's review, however, we would be 
available to work with Senator Cobum’s staff to discuss a request for a separate 
GAO review. 

3. You noted in your report that “nine ADAPs reported receiving Title I fund 
transfers from the EMAs in their states.” Of those states currently with 
ADAP waiting lists, do any contain EMAs that could contribute funds to 
alleviate the current waiting lists? 

Our most recent ADAP waiting list data is for fiscal year 2004 that we used in our 
report Of the 14 states with ADAPs that had waiting lists ranging between 2 and 
12 months during fiscal year 2004, only Colorado (Denver) and Oregon (Portland) 
had EMAs. Only Colorado’s EMA (Denver) transferred Title 1 grant funds — 
$560,254 — to its state ADAP in FY 2004. During fiscal year 2004, Colorado 
reported having an ADAP waiting list for 10 months and Oregon reported having 
one for 2 months. The decision to transfer Title I funds to an ADAP is a decision 
made by the EMA. 

4. Congress created the ADAP Severe Need grants to assist states that had 
difficulty providing access to AIDS drugs to eligible patients. What states 
with ADAP restrictions that are eligible for this additional assistance did 
not apply? 

In our report, we used ADAP Severe Need grant data for fiscal year 2004. In fiscal 
year 2004, there were 25 grantees (24 states and Puerto Rico) eligible to receive 
Severe Need grants. To be eligible, these grantees’ ADAPs must have met one of 
the four following eligibility criteria as of January 1, 2000: 

o Limited the eligibility of ADAP enroilees to those with incomes at or 
below 200 percent of the federal poverty level, 
o Limited the number of ADAP enroUees by using medical eligibility 
restrictions. 
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o Limited the number of antiretroviral drugs covered in its drug 
formulary. 

o Limited the number of opportunistic infection medications to less than 
10 in its drug formulary. 

Of the 26 eligible grantees, 9 did not apply because they did not provide the 
required 26 percent match. According to HRSA, grantees can provide funds or in- 
kind services to meet the matching requirement. The 9 grantees were: Alaska, 
Arizona, Iowa, Maine, Nortlr Dakota, South Dakota, Tennessee, Utali, and 
Vermont. Among the 9, Alaska, Iowa, and South Dakota had ADjAP waiting lists in 
fiscal year 2004. 


5. Based on the data GAO collected, how were the rates of HIV testing of 
pregnant women affected by enactment of laws requiring mandatory HIV 
testing of newborns? 

We did not collect data that would definitively show a cause and effect 
relationship between the enactment of state laws requiring HIV testing of 
newborns and the rates of HfV testing of pregnant women. However, as we stated 
in our report, officials in the two states with laws that require HIV testing of 
newborns — Connecticut and New York — told us that their laws resulted in an 
increase in the number of pregnant women tested for HfV. A Connecticut official 
said that the rate of HJV testing of pregnant women before the state’s mandatory 
testing law passed was about 25 percent and since the law was enacted in 1999, 
the testing rate has increased U) 90 percent or more. Data presented on prenatal 
HFV testing in New York show that the testing rate increased from 64 percent in 
1997, when New York’s newborn testing law was enacted, to 95 percent in 2003. 


6. CDC estimates that 280 to 370 HIV-infected infants are bom in the U.S. 
every year. Yet your report found that “few states collect the data 
needed to determine statewide perinatal HIV transmission rates.” If this 
is the case, is it possible that the actual number of babies being bora with 
HIV could be much higher? 

I’here are two separate data issues raised in the question — the statewide perinatal 
HfV transmission rate and the actual number of HIV-positive newborns. In order 
to calculate the rate of perinatal HIV transmission, data are needed on both the 
number of live births to pregnant women who tested positive for HIV and the 
number of newborns that tested positive for HIV. Our finding that few states 
collected data needed to determine statewide perinatal HfV transmission rates for 
2002 was based on data reported by the eight states we contacted. The m^ority 
of these states— 6 of 8 — did not have statewide data for 2002, on the number of 
live births to pregnant women who tested positive for HfV, which was needed to 
calculate perinatal transmission rates. However, some of the states we contacted 
collected information on the number of HfV-positive newborns. Six of the eight 
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states reported that the number of newborns that tested HIV-positive declined in 
their state in 2002 compared to 1997, The data GAO collected from the states we 
contacted are not sufficient to calculate the actual number of babies being bom 
with HIV in the U.S. 


7. GAO found that two states — Massachusetts and Minnesota — require the 
written consent of an index patient to confidentially notify a partner of 
possible HIV exposure. The Centers for Disease Control and Prevention 
(CDC) disputes this finding and claims that both states allow current and 
former spouses of Infected patients to be notified without the consent of 
the index patient. Who is right and who is wron^? 

Our findings were related to partner counseling and referral services (PCRS) in 
twelve states under which partners (including spouses) of HIV-infected persons 
are routinely notified of their possible exposure to HIV. Ten states had statutory 
or regulatory provisions that explicitly required or permitted PCRS personnel 
discretion when an individual tested positive for HIV to notify partners of their 
possible exposure to IITV without the infected individual’s consent. Some states 
also had provisions permitting states to warn anyone who may have been exposed 
to HIV or other diseases in limited circumstances, but these provisions were not 
identified by PCRS personnel as the basis for routine partner notification. 

It remains our understanding that Minnesota has no provision that explicitly 
requires or permits PCRS personnel to notify partners of possible exposure to HIV 
without consent, but it does have a more limited provision. Specifically, the 
commissioner of health may take legal action against a disease carrier who is a 
health threat to others, as defined by statute, and engages in certain behavior. If 
the court finds the allegations proven by clear and convincing evidence, it may 
grant an order permitting partner notification without consent. We were told that 
such actions have been taken approximately twice in the past twenty years, and 
therefore it does not appear to provide a basis for routine partner notification. 

A Massachusetts law prohibits health care facilities, physicians and health care 
providers from testing anyone for HIV, disclosing HIV test results, or identifying 
anyone tested for HIV without written consent. Based on consultation witli PCRS 
personnel, we understood this law to be an obstacle to their notifying partners 
without consent. We have been told by PCRS personnel recently, however, that 
this law does not apply to them nor prohibit PCRS, health care facilities, 
physicians or health care providers from notifying partners (including spouses) of 
possible exposure to HfV without the infected individual’s consent so long as they 
do not reveal the name of the infected person. 

We are not aware of case law on this point so this interpretation of the state law 
prohibiting disclosures related to HIV has not been tested. In addition, as of July 
20, 2006, it is not clearly reflected in the Massachusetts Department of Public 
Health’s Web site. For example, it advises that “[sjome states allow, but do not 
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require, physicians to inform unsuspecting and exposed partners. Even if ‘Duty to 
Warn' motivated notification is allowed, many physicians will still ask the Health 
Department to do this task. This is not possible, since the voluntary consent of the 
infected person is required for public health partner notification.” 
http.7/www.ma.ss.gov/dph/cdc/std/services/stdwar.htm 

Although Massachusetts is revising its reporting requirements, health care 
facilities, physicians and health care providers are currently required by 
regulation, to report positive HIV test results under a “non-name reporting 
system” expressly to comply with the Massachusetts law discussed above. As a 
result, PCRS personnel may not learn the names of HIV-infected persons and their 
spouses except when an infected person provides or consents for others to 
provide such information to them. In any event, Massachusetts has no statutory or 
regulatory provision that explicitly requires or permits PCRS personnel to notify 
partners of their possible exposure to HIV without consent. 
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QUESTIONS AND RESPONSES SUBMITTED FOR 
THE RECORD FROM M. BETH SCALCO 

Does the New Orleans EMA contribute to your state ADAP Program? Would 
support from Title I enable you to expand your formulary or increase access to 
ADAP? Would patients living with HIV/AIDS in your state -and other statcs- 
bencfit from more coordination between different CARE Act Titles? How can we 
ensure better coordination? 

During the ten years that Louisiana has operated a State ADAP, the New Orleans EMA 
made contributions to ADAP during three grant years. These allocations have ranged 
from $166,000 to $339,631, and all funds have been utilized to provide antiretroviral 
medications to ADAP-eligible individuals living within the New Orleans EMA. 

Additional support from the Title I EMA would allow the State ADAP to potentially 
expand the formulary or increase access to the program, but only if these allocations were 
consistent from grant year to grant year. Sporadic and random allocations will not enable 
to the program to provide consistent services over the course of time, and such actions 
make the process of planning and allocating scarce resources difficult — if not nearly 
impossible, Current utilization of the State ADAP in the greater New Orleans 
metropolitan area is approximately $450,000 per month, which is down from an average 
of $675,000 per month prior to Hurricane Katrina. 

Clients residing in areas outside of the Title I EMA rely on the Louisiana ADAP for 
assistance with their medications. Louisiana ADAP is restricted to those living at or 
below 200% poverty and has a formulary of only 25 medications. However, if an 
individual resides in the New Orleans EMA they are eligible for assistance with 
medications through Title 1 if they are living at 201% to 400% of poverty. Title I clients 
also have access to hundreds of medications that ADAP is unable to cover due to limited 
resources. If Title I made a consistent contribution of at least 1 0% ($700,000) to ADAP, 
access could be expanded and a more equitable distribution of medications could occur 
across the State. 

Patients living with HIV/AIDS in Louisiana would benefit from increased coordination 
between the CARE Act Titles, but the State, as the Title II grantee, has found that such an 
effort is very difficult to implement under current authority. While all Title participation 
and coordination is required for the generation and ratification of the SCSN and the Title 
II HIV Comprehensive Plan, in reality that participation from other Titles is limited and 
is often only nominal. Furthermore, it appears that these documents are then not 
consulted when designing, implementing or monitoring other CARE Act-funded 
programs. Unfortunately, though there is a requirement to participate in these endeavors 
and for all Titles to propose activities consistent with the plan, there is no consequence 
when a grantee does not. Nor is there adequate oversight or action on the part of HRSA to 
assist with grantees that do not actively participate, coordinate, or abide by the SCSN. 

There is often significant duplication of services between Title III providers that are 
located in the same geographic area, and the disparity between the level of services 
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offered in the New Orleans EMA and those offered in the rest of the state is significant. 
Failing grantees are not fiequently monitored or asked to implement corrective actions, 
and are very rarely de-funded. While greater coordination among CARE Act grantees 
would be an optimal goal, such responsibility without true authority will continue to 
result in lack of coordination and duplication. In addition, the Title II Program does not 
receive adequate information about which organizations have been funded in the State, 
the level of funding, or the services the grantee has been funded to provide. Nor is the 
State consulted on funding decisions. This has resulted in agencies being funded by 
HRSA that have been btinned from doing business with the State and are not ideal 
providers of HIV services. 

Louisiana has had a names based HIV reporting system since 1993. Over the past 13 
years, has the state experienced any breach of confidentiality with this system? Is 
there any evidence that this reporting system has deterred at risk populations from 
seeking testing? 

Both HIV and AIDS have been reportable by name since they were integrated into the 
state’s Sanitary Code as reportable conditions — AIDS in 1984, HIV in 1993. We are not 
aware of any breaches of confidentiality with the state’s HIV/AIDS surveillance system. 
We also do not have any evidence that the state’s name-based reporting system deters at- 
risk populations from seeking testing. For those who may be reticent to test 
confidentially, anonymous testing continues to be available through the State’s publicly 
funded HIV Counseling and Testing Program. 

HIV-positive individuals who are unaware of their infection may account for up to 
70 percent of all new sexually transmitted HIV infections in the United States, 
according to a “conservative” mathematical calculation from the CDC published in 
the June 26"' edition of the journal, AIDS. What percentage of those living with HIV 
in Louisiana do you estimate are unaware of their status? Does Louisiana intend to 
adopt the CDC’s “Advancing HIV prevention” initiative that recommends making 
HIV testing a routine component of medical exams? 

It is estimated that between 5,035 and 7,135 persons in Louisiana are unaware of their 
HIV infection. Louisiana is committed to and has made great strides in adopting the 
CDC’s “Advancing HIV Prevention” (AHP) initiative. Although Louisiana supports the 
concept of making HIV testing a routine component of medical exams, we do not have 
the fiscal resources to implement this protocol. Our intention is to work with private 
providers and insurance companies to integrate HIV testing as a routine component of 
medical exams. With our current level of resources, we offer HIV testing as a routine 
component of medical exams in publicly-funded pre-natal clinics and STD clinics, and to 
persons at increased risk in other medical settings. In adopting CDC’s AHP, we have 
expanded testing in correctional facilities, emergency rooms, and through partner 
counseling and referral services. Testing through these venues has resulted in higher 
positivity rates than testing in more traditional settings. 
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GAO found that Louisiana experienced an increase in perinatal HIV transmission 
between 1997 and 2002. Louisiana has an “opt in” approach to HIV testing of 
pregnant women. What percentage of pregnant women is not screened for HIV in 
Louisiana each year? Have you considered updating your state policy making HIV 
testing of pregnant women routine with the right to “opt out” or requiring testing of 
newborns whose mothers’ HIV status is unknown, as recommended by the CDC? 

The GAO report requested perinatal HIV transmission data from two specific years — 
1 997 and 2002. While 1997 represented the year with the lowest rate of transmission and 
2002 represented the year with the highest rate of transmission during that five-year 
period, the rates did not necessarily increase. Rather, the annual rates of transmission 
have remained relatively stable — between 4-6% each year. For births in 2003, the 
program currently estimates that approximately 3% of the perinatally exposed children 
were ultimately infected. 

At this time, state law mandates that HIV testing, including those conducted during 
pregnancy requires informed consent. The Louisiana Office of Public Health HIV/AIDS 
Program is currently exploring the legislative changes that would be required, as well as 
the feasibility and the potential impact of adopting an “opt out” approach to HIV 
screening during pregnancy and/or screening of newborns for children born to women 
without documentation of HIV status at the time of delivery. 

Louisiana does not have information about testing among all pregnant women in the State 
because the program does not have the authority or a system to report or collect that 
information. Some information about the general population may soon be available 
through the Louisiana Pregnancy Risk Assessment and Monitoring System (PRAMS), a 
national population-based risk factor surveillance system funded by the Centers for 
Disease Control and Prevention (CDC) designed to identify and monitor certain maternal 
behaviors that occur before, during, and after pregnancy, Louisiana PRAMS recently 
added a question to the survey that specifically asks if the woman was tested for HIV 
during pregnancy. According to Louisiana’s HIV/AIDS surveillance data, most 
delivering w'omen with HIV who are reported to the surveillance system are diagnosed 
prior to or during pregnancy or delivery (98% in 2002). Through the state’s perinatal 
HIV prevention efforts, the Louisiana Office of Public Health HIV/AIDS Program 
actively promotes prenatal HIV screening during prenatal care as the standard of care and 
posits that failure to offer testing is a breach of duty. 
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Ensuring Early Diagnosis and Access to Treatment for HIV/AIDS 
Subcommittee on Federal Financial Management 
Senate Homeland Security and Governmental Affairs Committee 

Michael Weinstein. AIDS Healthcare Foundation 

(a) How many clients does AHF provide HIV testing and counseling to every year? 

12,500 on average, with 2% testing positive. 

(b) In California, on average how long does it take to provide pre-test counseling? 

20 to 40 min 

(c) Is this typical of pre-test counseling for other medical conditions? 

No, this is not typical for other medical conditions. There is virtually no other disease or 
condition, for which there is a test that has such an extensive and required pre-test counseling 
session. 

(d) Does this unusually lengthy pre-test counseling requirement deter providers from 
offering or patients from receiving HIV testing? 

We believe the lengthy pre-test counseling requirement is a deterrent for patients receiving the 
test, especially for repeal testers who have undergone the extensive counseling on numerous 
occasions. While the requirement prevents providers of the test from offering more tests within a 
certain timeframe, it does not deter from offering the test. 

Are there other legal barriers that hinder efforts to promote early diagnosis? 

There are a number of other barriers to early diagnosis of HIV such as issues with partner 
notification and the fact that couples cannot undergo testing and counseling together. Another 
impediment is the large percentage of anonymous testers that test positive and then cannot be 
found to provide information to. In the arena of HIV, civil rights and prudent public health 
policy, with 25 years of experience with HIV, we have arrived at a time when confidential 
testing has become more appropriate, in order to be more efficient and effective in this battle. 

Should the number of representatives on Title I planning councils from organizations that 
receive CARE Act funding be limited? Is there any conflict of interest in such an 
arrangement? 

In order to remove conflict of interest in Title I planning councils, participation by organizations 
that receive CARE Act funding should be limited. This encourages and facilitates greater 
community involvement and input on the quality of HIV care and serv'ices in the area. 

GAO found that ADAPs may not be receiving the best possible prices for AIDS drugs and 
as a result we may not be getting the maximum return on federal funding for ADAP. What 
is your view of AIDS drug prices based upon your experience as the largest HIV/AIDS 
specialty medical provider in the U.S.? 

The soaring cost of prescription drugs is an issue that is at the forefront of American politics 
and news. In federal, state and local governments across the country, legislation ad policies 
have been set forth to combat these rising costs; tackling the issue from many directions, yet 
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never seeming to make much progress. Advocates maintain that the pharmaceutical industry 
is virtually unregulated and charges inflated prices that Americans have no choice but to pay. 
The industry claims the price of drugs reflects the high costs associated with researching, 
developing and manufacturing new treatments. Whether one identifies with the advocate or 
the industry point of view, it is clear that the high cost of prescription drugs prevents millions 
of people from accessing much needed, and often lifesaving, medicines. 

The attached paper examines methods governments, public and private entities, and health 
care advocates can pursue to establish and access lower priced prescription drugs, especially 
with respect to antiretroviral drugs (ARVs). The paper provides background on current 
federal and state drug pricing programs, and provides recommendations for expanding 
existing and developing new programs using models that have been effective. These 
recommendations include expanding access to the lowest federal price (namely the Federal 
Ceiling Price); relaxing restrictions on pharmaceutical importation; encouraging state 
legislation designed to reduce prescription drug costs; encouraging state purchasing pools; 
regulation of pharmaceutical marketing and advertising costs; encouraging transparency in 
the market; promoting availability of generic medicines and reforming patent protection. 

Please see attached paper entitled “AHF’s Recommendations for Domestic Drug Pricing.” 
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Objective of Essay: 

In light of the soaring cost of pharmaceutical medicines, in 
particular the cost of antiretroviral therapy for people living with 
HIV, this essay examines domestic drug pricing issues and 
sets forth recommendations for AIDS advocates and policy 
makers to use in order to effectively work toward greater ac- 
cess to affordable prescription drugs. 

Executive Summary: 

The soaring cost of prescription drugs is an issue that is at 
the forefront of American politics and news. Every day there 
are dozens of stories about people who are unable to afford 
their prescribed dnjgs and are forced to choose between 
things like paying the electric bill and filling a prescription. In 
federal, state and local governments across the country, legis- 
lation and policies have been set forth to combat these rising 
costs; tackling the issue from many directions, yet never 
seeming to make much progress. Advocates maintain that the 
pharmaceutical industry is virtually unregulated and charges 
inflated prices that Americans have no choice but to pay. The 
industry answers back that the price of prescription drugs re- 
flects the high cost of researching, developing and producing 
new products. Whether one identifies with the advocates' or 
the industry's point of view, it is clear that the current high cost 
of prescription drugs prevents millions of people from access- 
ing much needed, and often life-saving, medicines. 



This paper examines methods that governments, public 
and private entities, and health care advocates can pursue to 
establish and access lower priced prescription drugs, espe- 
cially with respect to antiretroviral drugs (ARVs). The paper 
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provides background on current federal and state drug pricing programs, and provides recom- 
mendations for expanding existing and developing new programs using models that have been 
effective. These recommendations include expanding access to the lowest federal price 
(namely, the Federal Ceiling Price); encouraging state legislation designed to reduce prescrip- 
tion drug costs and relaxing restrictions on pharmaceutical importation. These recommenda- 
tions include increasing supplemental rebates and using the state Medicaid program to lever- 
age lower prescription drug prices for other state programs; preferred drug lists and prior au- 
thorization; establishing fair drug pricing boards; and encouraging bulk-purchasing through 
purchasing pools. The final recommendations are aimed at prescription drug reform. These 
recommendations include controlling marketing and advertising costs; establishing transpar- 
ency in the market; and promoting greater availability of generic medicines and reforming pat- 
ent protection laws. 

Background: 

Health expenditures in the US grew 7.7% in 2003 to $1 .7 trillion.^ The cost of prescription 
drugs is one of the fastest growing components of health care spending, increasing 10,7% in 
2003.^ in 2002, spending in the US for prescription drugs totaled $162.4 billion, four times 
greater than the amount spent a decade ago.^ The pharmaceutical industry was the third most 
profitable industry in the country, with annual profits (return on revenues) of 14%, compared to 
the 5% average for other Fortune 500 companies.'* 

Antiretroviral drug therapy used by HIV positive patients costs on average $10,000 to 
$12,000 per patient per year.^ This amount does not reflect the recent introduction of drugs 
into the market like Roche's Fuzeon, which costs over $20,000 annually and Serono Inc.’s 
growth hormone used to combat AIDS wasting, Serostim, which costs well over $6,000 per 
month. Considering that 46% of people living with HIV/AIDS have annual incomes of less than 
$10,000 per year and 63% of HIV positive individuals spend at least part of the year unem- 
ployed, the escalating cost of AIDS-related drugs places a large burden on public health care 
financing.® It is estimated that as many as 83% of HIV positive persons who are in care must 
rely on the public sector. As a result, national drug retail expenditures for antiretrovirals 
(ARVs) totaled nearly $2.6 billion in 2001 

Because of the increasing cost of prescription drugs and the great demand for the newest 
and most expensive drugs, advocates and policy makers must consider a combination of drug 
pricing options, cost containment measures and legislation that can save a significant amount 
of money. At the same time we must ensure that these drug pricing mechanisms provide the 
most effective prescription drug coverage to the maximum number of people. In 2005, almost 
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two-thirds of all Americans say there should be more government regulation on escalating pre- 
scription drug prices.® In an atmosphere of budget cutbacks and increasing health care costs, 
AHF recognizes that the ideas for drug pricing reform must be innovative and far-reaching. 

This paper will specifically examine domestic drug pricing of AIDS-related drugs and the 
programs and measures that allow people living with HIV/AIDS to access these expensive, life- 
saving therapies. In addition, recommendations will be made to help ensure that public financ- 
ing of AIDS-related care is available for all in need. In light of the fact that HIV/AIDS care is 
provided by many different programs throughout the public and private sectors, the recom- 
mendations put forth are not limited to AIDS medicines and AIDS funding programs, but would 
most likely be applicable to many other public funded prescription drug programs. 

Adjustments and Expansions in Federal programs: 

The federal government purchases the vast majority of prescription drugs for persons living 
with HIV/AIDS in the US. In 2003, the AIDS Drug Assistance Program (ADAP, Title II of the 
Ryan White CARE Act), a federal discretionary grant-funded program with annual capped 
funding, provided treatment for 30% of people living with HIV and AIDS (PLWHA), or over 
1 35,000 people.® Federal Medicaid programs paid for the care and treatment of 44% of 
PLWHA, Medicare paid for 6%, and 13% of PLWHA were dually eligible for both Medicaid and 
Medicare.’® Since the federal government is such a large purchaser of prescription drugs for 
PLWHA, it is reasonable that the first place to start this study is to look at different federal drug 
purchasers and try to structure programs that emulate systems at this level that are both cost 
effective and proven. 

Under federal law, a number of drug discount programs have been created to ensure that 
prices paid by federal purchasers generate the deepest discounts. When considering adjust- 
ment and expansion efforts aimed at lowering the cost of prescription drugs, there are five fed- 
eral programs that are particularly important: Medicaid Rebate Program, Federal Supply 
Schedule (FSS), 340B Program, Federal Ceiling Price (FCP) and VA National Contract Price. 

• MEDICAID REBATE PROGRAM 

In 2001, Medicaid expenditures on prescription drugs totaled $20 billion.” Medicaid is the 
largest payer of prescription drugs nationally, consuming 14% of the drug market.’® The Cen- 
ters for Medicare and Medicaid Services (CMS) project that Medicaid drug expenditures will 
increase by an average 12.7% annually through 2011.’® The Medicaid Rebate Program 
(MRP) was created by the Omnibus Budget Reconciliation Act (OBRA) of 1990, and it requires 
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drug manufacturers to enter into and have in effect a national rebate agreement with the Sec- 
retary of the Department of Health and Human Services (HHS) for states to receive federal 
funding for outpatient drugs dispensed to Medicaid patients. The drug rebate program was 
amended by the Veterans Health Care Act of 1992 and now requires manufacturers to also 
enter into pricing agreements with other programs like the 340B drug pricing program, FSS, 
FCP and other VA contracts. Drug manufacturers must negotiate and sign an agreement with 
these programs in order to have their drugs placed on the national Medicaid formulary without 
prior authorization restrictions. Approximately 550 pharmaceutical companies currently par- 
ticipate in the Medicaid Rebate Program. ''' Forty-nine states (Arizona is excluded) and the 
District of Columbia cover drugs under the MRP. 

The rebate amount is statutorily defined using the average manufacturers price (AMP). 

The current rebate is the best of either 1 5.1 % of the AMP per unit or the difference between 
the AMP and the best price per unit. For non-innovator drugs (generics), the rebate is 1 1 % of 
the AMP per unit. The price of drugs are often compared using the Average Wholesale Price 
(AWP), a national average of list prices charged by wholesalers to pharmacies, because this 
price is publicly available. AWP is also referred to as the sticker price because it does not 
properly reflect the actual price that large purchasers normally pay. Recent reports from the 
Office of Inspector General (OIG) and other researchers have found that AWP substantially 
overstates pharmacies’ actual acquisition costs, discrediting the validity of any cost compari- 
sons. Although this is true, it is still the most accurate and available method used to compare 
prices from different programs. The Medicaid net rebate price is estimated to be the AWP mi- 
nus 39.5%.'® 

In addition to the statutorily defined Medicaid rebate, states are also allowed to negotiate a 
supplemental rebate for Medicaid drugs. According to Kaiser Family Foundation, 26 states 
have created supplemental rebate programs, at least nine of which rely on Preferred Drug 
Lists (PDLs) and Prior Authorization (PA) to incentivize manufacturers to negotiate with 
states.'® The negotiations are confidential and therefore savings to states are difficult to quan- 
tify. 

• FEDERAL SUPPLY SCHEDULE: 

The FSS is a schedule of multiple award contracts and prices used by federal agencies and 
other specified entities to purchase supplies and services from outside vendors. FSS prices 
for the pharmaceutical schedule are negotiated by the Veterans Administration (VA) and are 
based on the prices that manufacturers charge their “most-favored” non-federal customers, 
FSS prices are publicly available and prices average AWP minus 48.3%.'^ Under section 603 
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of the Veterans Health Care Act, manufacturers are required to list aii their brand name drugs 
on the FSS as a condition for having their drugs covered and reimbursed by the Medicaid pro- 
gram. This requirement has encouraged virtually every brand name drug company to sell 
through the FSS and has prevented companies from picking and choosing which drugs to list. 
On average, FSS prices are estimated to be 15% lower than Medicaid prices.’® 

• THE 340B PROGRAM: 

The 340B program establishes a maximum price that manufacturers can charge covered 
entities participating in the Public Health Service’s 340B drug discount program. 340B- 
covered entities include state or local government disproportionate share hospitals (DSHs) and 
1 1 categories of facilities or programs funded by the Health Resource and Services Admini- 
stration (HRSA). There are over 10,000 340B-covered entities and these clinics, health care 
centers and hospitals serve more than 10 million people.’® The AIDS Drug Assistance Pro- 
gram (ADAP) Is one of the eleven categories that is funded by HRSA and is allowed to pur- 
chase at 340B prices. The 340B price is calculated using the Medicaid rebate formula and is 
deducted from the manufacturer’s selling price, and therefore not paid as a rebate. 340B- 
covered entities receive a minimum rebate of AMP minus 15.1% for brand-drugs and AMP mi- 
nus 11% for generic versions of drugs. 340B prices are on average AWP minus 51 

■ THE FEDERAL CEILING PRICE: 

The Federal Ceiling Price (FCP) is a statutorily set discount to which the Big 4 (Veterans 
Administration, Department of Defense, Public Health Services and Coast Guard) have ac- 
cess. FCP must be at least 24% below the non-federal average manufacturers price (non- 
FAMP, the average price paid by commercial, non-Federal purchasers), but often the VA, 
which manages the FCP formulary, is able to negotiate sub-ceiling prices. FCP discounts on 
Big 4 “covered drugs” extend only to brand name drugs. FCP is estimated to be AWP minus 
52.1% and on average is estimated to be 21% lower than the Medicaid net price.^’ Approxi- 
mately 6,300 products are on the FCP, and for 63% of these products the FCP price was lower 
than the FSS price, 14% of products had equal FSS and FCP prices, and for 23% of the prod- 
ucts the FCP price is slightly higher than the FSS price. ^ 


• VA CONTRACTS: 

Currently, only the VA and the Department of Defense have access to the prices estab- 
lished under the fifth federal program mentioned above, VA national contract prices (NCPs). 
This is the price the VA has obtained through competitive bids from manufacturers for select 
drugs in exchange for inclusion on the VA formulary. On average, VA contract prices are as 
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little as 65% below AWP and are by far the lowest price available to any federal purchaser.^^ 
VA contract prices are 43% lower, on average, compared to Medicaid net price. The VA is 
able to negotiate sub-ceiling contract prices for a number of reasons: NCPs are exempt from 
Medicaid best price', NCPs for brand drugs are prohibited by law from exceeding a specified 
ceiling price; and VA has the authority and tools to negotiate sub-ceiling prices. 

In a report comparing the net price (reimbursement price minus rebates) that ten state 
Medicaid agencies paid for 16 HIV/AIDS ARVs to the prices paid by other government pur- 
chasers, specifically FCP, FSS and 340B, it was found that Medicaid pays up to 33% more 
than other federal government drug discount programs for those drugs. The report also found 
that on average Medicaid pays 61 cents more per pill, or $66 more per prescription, than these 
other federal agencies that purchase at FCP or FSS. In addition, Medicaid pays five percent 
more for ARVs than ADAPs with identical drug distribution structures. 


Comparison of Federal Purchasers 
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Recommendations: 

Recommendation 1 — Expand Access to Lowest Federal Prices: “VA as a Model” 

An ideal solution to the problem of skyrocketing prices of AIDS drugs would be to establish 
that all federal and state programs that purchase AIDS drugs not pay any more for these pre- 
scription drugs than the lowest price available to the federal government. Clearly, the most 
successful federal drug purchaser and the program able to establish the lowest prices is the 
Veterans Administration. Internally at AHF, this idea has been dubbed the “VA model," infer- 
ring that the lowest federal price is the VA price. Although this is most often true, it is possible 


2005 AIDS Healtiicarb Foundation 





115 


AIDS HBALTilCARE FOUNDATION 


JUNU 17.2005 


for the FSS or 340B price for a drug to be lower than the price available only to the VA. This 
can occur when the VA, which negotiates set prices for the FSS, or the PVP or 340B covered 
entities, is able to negotiate sub 340B ceiling prices. 

The VA is most often able to secure the lowest prices for a number of reasons. The first is 
that the ceiling-price from which it starts negotiations (i.e. the FCP) is defined by a statute — 
24% below non-FAMP. The VA's ability to move market share to preferred vendors also en- 
tices manufacturers to contract sub-ceiling prices. The VA manages a common formulary and 
has good compliance among its doctors and pharmacists. This allows the VA to commit up 
front to a significant volume of drugs. These are all factors that make the VA a successful 
purchaser. 

In a January 2004 analysis of AHF’s California state Assembly Bill 881 , it was estimated 
that MediCal (California's Medicaid program) would save $108 million if drug manufacturers 
gave MediCal the same net price that manufacturers give to the Big 4 (which purchase at FCP) 
and $680 million if allowed to purchase at VA national contract prices.^" Clearly, the savings 
potential for all states and for the federal government is great, but other issues must first be 
considered. 

From a state perspective, sub-ceiling negotiation is only possible if the mandatory discount 
is established by statute or regulation. If the discount is arrived at through contract negotiation, 
it is hard to imagine any manufacturer entering a contract that provides for a second round of 
negotiations. But mandating a price ceiling as such may have other implications. Some indus- 
try insiders have theorized that if ceiling prices on prescription drugs were mandated, manufac- 
turers may threaten to pull out of the system, actually leading to decreased access to neces- 
sary drugs in the marketplace. 

Despite this speculation there is precedence for states pursuing legislation to establish a 
ceiling price similar or equal to the lowest federal drug prices: Arizona, Illinois, Pennsylvania, 
and Vermont, are among the states that have pursued legislation to allow purchasers such as 
Medicaid to purchase at lower federal prices including the FSS and FCP.^’ None of these pro- 
posed bills have yet been passed. In 2000, Maine passed a controversial state prescription 
assistance program that sets the suggested ceiling price to start negotiations that was equal to 
that of the FSS. Although the legislation passed, the legality of the program has been ques- 
tioned. The Maine Rx program is discussed in more detail later in this paper. 

What is the feasibility of passing legislation that would ensure that federal and state pur- 
chasers do not pay more than the lowest federal price? There is likely to be great resistance 
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from pharmaceutical manufacturers, as Medicaid represents approximately 14% of the domes- 
tic market share, while the federal purchasers such as FSS, VA and 340B each consume only 

32, 33 proposal is also likely to bring about legal challenges that may argue that 

the legislation violates commerce or supremacy clauses of the US Constitution. Manufac- 
turers may also be resistant because they face liability for fraud for each statutory program, 
including submission of false or misleading data upon which federal reimbursement is based. 
Risk is particularly significant with respect to Medicaid rebate issues: dollars are significant and 
therefore visible and whistleblowers are attentive to the issue. Also, in light of the changes that 
will occur in January 2006 with the full implementation of the federal Medicare Modernization 
Act (MMA), states are concerned that they may lose a significant portion of their bargaining 
power, when all of the dually eligible clients are switched over to Medicare as the primary 
payer for medications. 

In recent years, ADAPs have witnessed unprecedented growth in program enrollment, utili- 
zation, and expenditures. The high cost of combination therapy has placed pressure on 
ADAPs to adopt a wide variety of cost-containment and price control strategies to maximize 
resources. One possible solution to this problem is to set the ceiling price for ADAPs at the 
lowest price that the federal government pays. This proposal is similar to the one above, ex- 
cept the concept of using ADAP in a demonstration project capacity would be to prove that 
purchasing groups other than the Big 4 can successfully access the lowest federal price with- 
out compromising the integrity of the other federal programs. Since ADAPs comprise such a 
small percentage of the public prescription drug market as compared to a program like Medi- 
caid, this demonstration project may be viewed as less risky and threatening, and therefore 
face less resistance from the industry. Essentially, the demonstration project could be used to 
prove that FCP and VA prices can be expanded beyond the small group that currently has ac- 
cess to it. 

Expanding the lowest federal prices to other smaller purchasers like ADAP is beneficial for 
a couple of reasons. There will likely be less resistance from manufacturers and others as 
ADAP makes up a miniscule percentage of the domestic drug market, less than one percent. 
Since 340B purchases are excluded from the Medicaid Best Price rule, ADAPs purchasing at 
the lowest federal price will not impact other federal purchasers. Also, there is research that 
indicates that, if ADAPs were allowed to access federal prices, the programs could save mil- 
lions of dollars. According to a 2000 Office of Inspector General report, ADAP prices are 16% 
higher than FCP. According to OIG, state ADAPs collectively could have saved nearly $58 
million in 1 999 if allowed to purchase just 1 0 AIDS drugs at FCP.^' 
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It is also easier to make the connection between ADAP and FCP, than it is between Medi- 
caid and FCP. The 340B program (through which ADAPs are allowed to purchase) was cre- 
ated out of Section 602 of the Veteran's Healthcare Act of 1992, the same act that enacted the 
FSS and FCP federal pricing schemes. There is no language in the legislation establishing 
FCP that prohibits other entities from purchasing at these lower prices or from negotiating.^® it 
is important to consider the potential benefits for manufacturers if state ADAPs are allowed to 
purchase at the lowest federal price, including a simplified, uniform federal pricing system to 
track and report, with price-changing data submissions and recalculations required only once a 
year. 

The potential problems with this legislation are significant. When opening up FSS, FCP 
and VA prices to other purchasers, consideration should be given to how it will affect the prices 
of the other federal and private programs. There are also legal issues to consider. One must 
be aware of how ADAP, FSS, FCP and VA formularies compare. If many of the drugs on the 
ADAP formulary are not also on the federal formularies, such legislation will not be effective. 

Recommendation 2 — Relax Restrictions on Importation of Pharmaceuticals 

The issue of importation has been hotly contested in the US for the past several years. 

The controversy as it is generally played out pits ‘cost-conscious’ consumers against ‘greedy’ 
pharmaceutical giants, and somewhere in between are the policy makers and legislators who 
are trying to decipher the truth. Advocates of importation argue that the possible savings are 
great. It is estimated that retail prices in Canada are 30% to 72% lower than in the US.®® Ad- 
vocates also attest that the drugs are safe, since the standards of the pharmaceutical regula- 
tory boards of other countries, like Canada are similar to that of the US' Food and Drug Ad- 
ministration (FDA). Opponents argue that safety and efficacy of the drugs imported from other 
countries cannot be closely monitored and therefore importing drugs from any other country 
poses many possible dangers. 

Federal law currently prohibits the importation and re-importation of pharmaceutical drugs 
from other countries. Importation occurs when a drug is manufactured in another country 
where the prices of drugs are lower, usually as a result of price controls. An individual or 
group purchases these cheaper drugs from a company in another country and the drugs are 
shipped to the US for use. Re-importation occurs when pills are manufactured in the US, sent 
to another country for sale through a foreign pharmacy, and eventually shipped back to the US 
for sale at a lower price than is available through American pharmacies."® Although these 
terms technically refer to two different methods of acquiring drugs, the words are often used 
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interchangeably. For the purposes of this paper the term importation will be used to refer to 
both. 

Although, importing drugs is prohibited, the FDA does not recommend a penalty for people 
who violate the law as long as it is for personal use. In fact, according to a recent survey, in 
2003 7% of Americans purchased some prescription drugs from Canada.'*’ A Kaiser Family 
Foundation (KFF) report suggests that 80% of people over age 50 support importation and 
68% of Americans favor further legislation that would make it legal."*^ Over the past couple of 
years, Congress has repeatedly enacted laws that loosen the restrictions on importation from 
some countries, but each time it has included a caveat that the HHS Secretary must certify the 
safety and cost savings before giving the legislation the final okay. The past two HHS Secre- 
taries, Donna Shalala during the Clinton Administration and Tommy Thompson during the 
Bush Administration, have failed to give this final approval, stating that the safety of imported 
drugs cannot be guaranteed. 

In spite of this, advocates continue to point to the benefits of importation, namely that cost 
savings greatly outweigh the minimal safety concerns involved. The Congressional Budget 
Office (CBO) projects potential savings to the federal budget of $4,5 billion over the next ten 
years and total savings (public and private) of up to $40 billion over the next ten years,'*** Since 
the HHS Secretaries have not given final approval, and therefore the federal government has 
yet to ascertain any effectual changes in the law, a number of states have taken it upon them- 
selves to establish legislation that allows and encourages importation of prescription drugs, 
namely from Canada. Minnesota and Massachusetts in particular have taken strides to estab- 
lish legal importation of drugs. Minnesota has established a website that residents can visit to 
get more information on importation and contact information for Canadian pharmacies. The 
city of Springfield, Massachusetts has enacted legislation allowing people to fax prescriptions 
to pharmacies in Canada and receive the drugs via mail. 

AHF has always concerned itself with the safety and efficacy of treatment for people living 
with HIV and AIDS. With over 18 years of experience providing specialized medicine to HIV 
positive individuals, its first and foremost concern is for the well being of its patients. Beyond 
this, the organization also recognizes the need for affordable heath care, in particular reasona- 
bly priced prescription drugs. It is AHF’s position that importation is a cost-effective, stop-gap 
measure that will allow more people to access life-saving medicines. Restrictions surrounding 
importation should be relaxed and a proper system should be set up that will help guarantee 
the safety of imported drugs. 
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state Actions to Reduce Prescription Drug Costs: 

States are employing a wide range of methods in an attempt to rein in high prescription 
drug costs. In most states, the provision of health care benefits to the uninsured and underin- 
sured is a significant part of the budget, usually falling second only to primary and secondary 
education. Often spending upward of 30% of state funds on health care, states are looking for 
inventive and permanent ways to save money. Prescription drug prices have become one of 
the primary targets for legislators to attempt to control these costs. But legislation dealing with 
these costs is often an uphill battle, with pharmaceutical manufacturers mounting counter of- 
fenses to thwart many proposals that reach legislatures. 

Recommendation 3 — Encourage State Legislation Designed to Reduce Prescription 
Drug Costs 

Maine RX was enacted by the state legislature in 2000, with the intention of providing ac- 
cess to affordable prescription drugs for 325,000 Maine residents who lacked insurance. The 
law has a number of different facets to be phased in over time, the first of which is a mandatory 
10% discount that manufacturers were required to offer on all drugs. Included in the law is a 
profiting prohibition clause that penalizes manufacturers, distributors and labelers of prescrip- 
tion drugs if they charge “unconscionable prices or restrict sale of drugs to the state.” The 
penalties are levied in the form of injunctions and monetary damages. A third caveat of the 
law mandated that in 2003 the state would establish maximum retail prices for every drug. 
Participation in the program was mandatory for manufacturers. If any refuse to participate, it 
results at the company's drugs being placed on prior authorization on the Medicaid formulary, 
often this is referred to as using Medicaid as leverage. 

The threat of prior authorization for pharmaceuticals is a commonly disputed issue. Putting 
a drug on prior authorization is intended to discourage doctors from prescribing that particular 
brand. The paperwork and administrative effort involved in accessing drugs on prior authoriza- 
tion are extensive. Also, states use prior authorization as a way to educate providers about 
other, more cost-effective drugs; in many cases prior authorization requires that the prescribing 
provider speak directly with a pharmacist who is instructed to provide information on alternative 
treatments. Often a provider views this as an annoyance and avoids prescribing the drug alto- 
gether. As a result, drug companies will try to avoid the sanction of having their products 
placed on prior authorization because restricted access to the Medicaid population is too great 
a loss. 
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Is this a fair bargaining tool? Some advocates argue that using the buying power of state 
Medicaid programs is the best negotiating tool that exists to compel manufacturers to set com- 
petitive prices. Others argue that leveraging the Medicaid population is unethical and in- 
creases the burden on an already at-risk population. Opponents further argue that if a drug is 
placed on prior authorization for Medicaid because a manufacturer refuses to negotiate a lower 
price for the drug for a different state program, it is the Medicaid population that suffers. Pro- 
ponents answer back that the threat to the Medicaid population is minimal and, in theory, 
Medicaid patients are able to access a therapeutic equivalent to the brand that has been 
placed on prior authorization. Therefore proponents contend that using the Medicaid hammer 
should not jeopardize the continuity of care for Medicaid patients. 

It is AHF’s position that leveraging the negotiating power of Medicaid is an effective method 
for states to compel drug companies to provide cheaper prices for drugs for other public pro- 
grams. HIV is a very complicated disease that involves complex regimens using multiple 
drugs. It is common for HIV patients to only respond to one or two specific combinations of 
medications and, if one of these drugs is on prior authorization, it could lead to a problem and 
pose a danger to the health of the patient. That said, AHF recognizes that the state and public 
health providers must have leverage to effectively negotiate with manufacturers to establish 
appropriate prices, if this tool were taken away from states, AHF believes it would ultimately 
lead to less access because the state would be unable to establish fair prices on drugs for 
other public programs. Furthermore, it is a leap to say that manufacturers will not deal with 
states and will allow Its drugs to be placed on prior authorization for Medicaid. The threat of 
losing access to this large buying group is too great and manufacturers are always looking out 
for the bottom line. 

There are many other legislative actions that different states have taken to stem the in- 
creasing cost of prescription drugs: establishing prescription drug fair-pricing boards that at- 
tempt to establish a reasonable price for products; ordering drug cost studies that try to ascer- 
tain what states are actually paying; limiting manufacturer's marketing and advertising costs; 
and encouraging bulk-purchasing. All these mechanisms deserve further study to help deter- 
mine "best practices” for reducing drug prices. 

Recommendation 4 — Encourage State Purchasing Pools 

The idea of group or pool purchasing is not new in a commercial market. The underlying 
theory that greater purchase volume yields greater negotiating power is key. Purchasing pools 
are common at the federal level. One example is the partnership between the Veteran's Ad- 
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ministration and the Department of Defense, which share common formularies and purchasers 
and therefore both benefit from greater negotiating power. 

The same model is currently being used at the state level: legislation establishing interstate 
and intrastate purchasing pools is becoming more common. In 2000, the state of Massachu- 
setts created a program to combine various state purchasers, including senior prescription as- 
sistance programs, Medicaid enrollees, state workers and programs for the uninsured and un- 
derinsured, into a single purchaser. As of February 2005, there are three operating multi-state 
bulk buying pools, not counting several additional variations and many single state initiatives. 

The three multi-state bulk buying pools are the National Medicaid Pooling Initiative (NMPI) 
in which eight states participate; the Minnesota Multistate Contracting Alliance for Pharmacy 
(MMCAP), which combines agencies in 41 states; and RXiS, a program established by West 
Virginia and joined by Delaware, Missouri, New Mexico and Ohio, that pools the drug purchas- 
ing programs for state employees and other state programs (excluding Medicaid) into one 
large purchaser. In RXIS the states use common preferred drug lists and rebate negotiations 
to access lower prices. Over three years. West Virginia alone estimated that this purchasing 
pool saved the state $25 million, or 5% of its costs on prescription drugs. 

AHF’s position is that the use of state purchasing pools and bulk-purchasing are effective 
ways to wield negotiating power. While it is not the final answer to the high costs that states 
pay for prescription drugs, it is a proactive step that will yield increased access to prescription 
drugs for more people. 

Prescription Drug Reform: 

A recent survey that examined adult Americans' perception of the pharmaceutical industry 
revealed what many have known intuitively for a long time, people generally distrust and have 
an unfavorable opinion of "big pharma." One-half of all adults surveyed have an unfavorable 
opinion of the pharmaceutical industry, with drug companies falling just behind the oil and to- 
bacco industries in approval ratings and consumer confidence. Furthermore, seven in ten 
adults say that the high profits made by drug companies is one of the strongest driving factors 
in the increasing cost of health care.*^ 

Although the recommendations above are important measures to stem the increasing cost 
of prescription drugs, real reform must be made within and to the pharmaceutical industry in 
order for prices to be contained. 
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Recommendation 5 — Controlling marketing and advertising costs 

It is impossible to turn on the television, flip through a magazine or listen to the radio with- 
out hearing an advertisement tor the newest wonder drug. Direct-to-consumer advertising 
(DTCA) for prescription drugs has become such a part of American culture that one hardly no- 
tices the constant barrage to “ask you doctor" or “call to find out more.” In 2003, manufactur- 
ers spent $25.3 billion On advertising, with $21 billion of that directed at physicians through free 
drug samples, gifts and other perks."*® In spite of this, only 1 8% of adults say that they trust 
what drug manufacturers say in their ads."*^ 

Manufacturers often espouse the position that the high costs of prescription drugs is attrib- 
utable to the risk and expense involved in research and development (R & D) of new drugs. 
Although pharmaceutical manufacturers have been using this argument for a long time, recent 
surveys suggest that the public just isn’t buying it. Seventy-four percent of people surveyed do 
not believe that R & D costs are a major driving force in the increasing price of drugs; instead 
they believe that profit margins and marketing costs are the largest contributors to high 
prices. ° 

A 2002 report by Familiy Health International of nine top brand pharmaceutical manufactur- 
ers found on average that manufacturers spent 27% of revenue on the marketing and advertis- 
ing of drugs and only 1 1% on R & D,"*® A 2001 report found that brand name drug makers in 
the US employ 81 % more people to market their drugs than to research and develop drugs.™ 
And from 1 995 to 2000 marketing staff of the nine big manufacturers increased by 59% while 
research staff decreased by 2%.®’ 

With 81% of consumers believing that drug costs are unjustified, something must be done 
to reel in prices.^ AHF’s position is that one of the major driving forces of increasing drug 
costs is the amount of money manufacturers put into marketing and advertising. This expense 
is eventually passed on to consumers. In California, AHF has introduced Assembly Bill 95 
(Koretz, D-West Hollywood) to address this issue.™ The bill requires manufacturers to dis- 
close how much money they spend on marketing and advertising drugs for chronic diseases 
and to pay a percentage of this amount as a rebate to the state. This legislation makes a pol- 
icy statement that says California will no longer pay for these enormous marketing costs, 

AHF has also sent out an “AIDS Education Pledge" to all the major manufacturers of AIDS 
drugs. The pledge asks manufacturers to sign on and guarantee that when marketing 
HIV/AIDS drugs they will only use "help-seeking” advertisements (also called unbranded out- 
reach), which educate consumers about their disease. AHF believes that this is especially im- 
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portant for the PLWHA population because prescribing decisions are complex and should be 
made by HIV-certified physicians and should not be influenced by high-priced ad campaigns. 

Recommendation 6 — Establish Transparency in the Market 

Many economists will tell you that a key component of an efficient commercial market is the 
availability of complete and accurate information on a product’s quality and price. Access to 
such information is crucial for a competitive market to exist. In contrast to this principle, the 
pharmaceutical industry is shrouded by proprietary constraints, an issue that has led to a lot of 
debate and discussion. The main issue that is debated is whether or not a transparent market 
ultimately leads to better prices for consumers. 

The industry argues that the confidentiality of prices, contracts, rebate amounts, etc. is 
necessary in order for manufacturers to negotiate effectively with all the different public and 
private purchasers. Advocates, on the other hand, argue that the lack of transparency is yet 
another way that the industry has been able to deceive consumers, because, as the system 
currently exists, the absence of pricing information limits the ability of purchasers to ensure 
that they are getting the best possible price. 

Proponents of establishing transparency within the pharmaceutical market argue that the 
information gained would improve economic efficiency in the market, empower buyers to nego- 
tiate more effectively, give policy makers and researchers access to prices, and make the 
pharmaceutical industry accountable to consumers. Transparency in the market would be par- 
ticularly beneficial to cash paying customers because, in theory, transparency would open up 
the market for competition and eventually set the price at a reasonable level, likely a lower 
price. The industry contends that keeping information — such as pricing— proprietary allows 
manufacturers to negotiate good deals with the best customers. This argument is obviously 
important to public programs who are the "best customers" and rely on getting rates that are 
less than the private market. 

AHF’s position is that an efficient commercial market is crucial to the establishment of fair 
prices for prescription drugs. If the market were open and transparent, competition would rule. 
Once real competition exists, manufacturers will have to set prices at a fair level or will lose out 
to their competitors. 
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Recommendation 7 — Promote Availability of Generic Medicines and Reform Patent 
Protection 

A pharmaceutical drug patent lasts for 20 years, during which time the innovator company 
(brand name manufacturer) is given the sole right to market and sell the product. When the 
patent period expires, generic manufacturers can apply to the FDA to sell generic versions of 
the drug. A generic drug is identical, or bioequivalent, to a brand name drug in dosage form, 
safety, strength, route of administration, quality, performance characteristics and intended use. 

Generic drugs cost less than half the price of their brand name counterparts and the avail- 
ability of these drugs in the market often drives down the price of branded drugs.^ According 
to the CBO, generic drugs save consumers an estimated $8 to $10 billion a year at retail 
pharmacies. Although the savings are great, US generic sales totaled $11.1 billion in 2001 
compared with $121 billion for branded drugs.^® 

Promoting the use of generics is a significant cost-savings tool. Patients using generic 
drugs receive medicine that is equivalent to the branded counterpart, but costs half as much. 
Availability of generic alternatives to expensive branded drugs allows increased access to high 
quality and effective prescription drugs in the US. The question remains, what is the best way 
to promote the use of generics? Educating the public on the safety, efficacy and cost savings 
associated with generic drugs is crucial to support these efforts. In addition, federal, state and 
local governments, employers, public and private providers and opinion leaders can all play a 
part in promoting the use of generic medicines. 

PBMs can promote the use of generics through their formularies, pricing contracts with 
pharmacies, and higher co-pays for branded drugs. Unfortunately, over the last decade many 
of the largest PBMs have been acquired by large pharmaceutical manufacturers; PCS was 
bought by Eli Lilly in 1994 for $4 billion; Medco (both a PBM and a mail-order pharmacy) was 
acquired by Merck in 1993 for $6.6 billion; and Diversified Pharmaceutical Services was pur- 
chased by SmithKIine Beecham (now GlaxoSmithKline) in 1994 for $2.3 billion.^^ Such a rela- 
tionship establishes an intrinsic conflict in which PBMs are incentivized to sell branded drugs, 
the results of which are higher priced drugs passed on to the consumer. 

It is impossible to separate the issue of generic drugs from the issue of pharmaceutical 
patent protection. There has long been a dispute over the 20-year patent protection period for 
manufacturers. The industry argues that since a patent is granted very early in the develop- 
ment process, the market exclusivity period is actually less than 20 years. Advocates attest 
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that 20 years is too long to give exclusivity to one manufacturer and that patents prevent com- 
petition in the marketplace, establishing inflated prices. 

Since all ARVs are still under patent, generic drug use among the HIV/AIDS population has 
not been an issue. AZT (zidovudine), the first anti-AIDS drug approved in the US, is set to ex- 
pire in June 2005. Issues around the use of generics in the PLWHA population will likely in- 
crease over the next decade when first-line ARVs come off patent protection. In addition, as 
the education around the use of generic medicines increases and as federal AIDS funding con- 
tinues to fall short, AIDS advocates are likely to recognize the need to get these cheaper drugs 
on the market more quickly. This will lead to much needed debate over pharmaceutical patent 
protection, market exclusivity rights, proper incentives for R & D and the need for more regula- 
tion of and transparency in the pharmaceutical industry with respect to bringing new drugs to 
the market. 


Conclusion: 

Pharmaceutical prices are high and getting higher. CMS projects that prescription drug 
spending will increase by more than 1 50% by 201 3 to $520 billion a year,^® This is a cost that 
families cannot manage, employers cannot bear and the government cannot afford. If nothing 
is done to rein in the escalating cost of prescription drugs, millions of people will be forced to 
either forego life-saving drugs or impoverish themselves trying to pay for them. This issue is 
particularly important to people living with HIV/AIDS who rely completely on consistent access 
to antiretroviral medications. The recommendations laid out above are intended to establish 
fair pricing for prescription drugs, pricing that guarantees access to all who need it and main- 
tains sufficient financial incentives for manufacturers to continue to take the risks involved in 
researching and developing new therapies. Currently, this balance does not exist. However, 
through continued advocacy and policy efforts on the federal, state and local levels, an appro- 
priate market value for these indispensable and often life-saving prescription drugs will be es- 
tablished. 
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Established in 1987, AIDS Healthcare Foundation (AHF) is the largest specialized provider of HIV/AIDS 
medical care in the United States and the nation's largest AIDS organization. AHF currently services 
over 1 7 , 000 patients in the US at fourteen outpatient clinics and one inpatient facility located in Califor- 
nia and Florida. The mission of the organization is to provide “cutting edge medicine and advocacy re- 
gardless of ability to pay.’’ AHF operates California’s largest HI'i/ testing program and has developed 
innovative HIV prevention and testing models. In Florida, AHF operates a Medicaid disease manage- 
ment program in all 67 counties, which serves more than 10,000 Floridians living with HIV/AIDS and 
has resulted in a savings of$21M to the state. Under its AHF Global Immunity program, AHF also op- 
erates sixteen free AIDS treatment clinics providing life-saving care and antiretroviral therapy in Africa, 
Central America, Asia and Eastern Europe. 
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Women in New York State Aware 
of HIV Status Before Delivery 
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From 1 997 to 2004, the percentage of womean aware of their HIV status before delivery 
increased from 64% to 95%. 
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CDC’s Failure to Enforce Federal 
HIV Spousal Notification Law 


In 1996, Congress passed and President Bill Clinton signed a law directing 
states — as a condition of receiving federal AIDS treatment funds — to enact laws 
requiring that current and former spouses of HIV infected patients be 
confidentially notified that they may be at risk for HIV and offered testing and 
counseling. 

Over the past decade, numerous reviews — by the House of Representatives 
Energy and Commerce Committee, the Health and Human Services Office of 
Inspector General, the Government Accountability Office and the Senate 
Subcommittee on Federal Financial Management — have all identified evidence of 
a lack of proper enforcement of this law. 

The Centers for Disease Control and Prevention (CDC), responsible for 
certifying states’ compliance with the law, has dismissed these findings and claims 
that the law has been and is currently being implemented. 

This section contains correspondence and findings regarding enactment of 
this law. 



135 




136 




The Survival Benefits of AIDS Treatment 
in the United States 
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(See the editorial commentary by Vermund, on pages '1-5.) 

Background. As widespread adoption of potent combination antiretroviral therapy (ART) reaches its tenth 
year, our objective was to quantify the cumulative survival benefits of acquired immunodeficiency syndrome (AIDS) 
care in the United States. 

Methods. We defined eras corresponding to advances in standards of human immunodeficiency virus (HIV) 
disease care, including opportunistic infection prophylaxis, treatment with ART, and the prevention of mother- 
to-child transmission (pMTCT) of HIV. Per-person survival benefits for each era were determined using a math- 
ematical simulation model, Published estimates provided the number of adult patients with new diagnoses of 
AIDS who were receiving care in the United States from 1989 to 2003. 

Results. Compared with survival associated with untreated HIV disea.se, pcr-per,son survival increased 0.26 
years with Pneumocystis jiroveci pneumonia prophylaxis alone. Four eras of increasingly effective ART in addition 
to prophylaxis resulted in per-person survival increases of 7.81, 11.05, 11.57, and 13.33 years, compared with the 
absence of treatment. Treatment for patients with AIDS in care in the United States since 1989 yielded a total 
survival benefit of 2.8 million years. pMTC'l' averted nearly 2900 infant infections, equivalent to 137,000 additional 
years of survival benefit. 

Conclusions. At least 3.0 million years of life have been saved in the United States as a direct result of care 
of patients with AIDS, highlighting the significant advances made in HIV disea.se treatment. 


In the face of the global AIDS pandemic, advancement 
in the treatment of HIV infection has been .striking, 
but this progress has been associated with substantial 
economic costs. In 2006, US federal governmental 


Rscelved 25 October 2005; acceplsri 2 March 2006; elDcttonicaliy pub'isheci 1 
June 2005, 

Presented In pert: 12th Oonforunce on Retroviruses enti Opportunistic Inlections. 
Boston, MA, 22-25 February 2005 (abstract 142LB). 

Potential conflicts of ifiteres': RE.S. receiver con,sult8nrY t.inriirtg, teaching 
honoraria, and grant support from the following soutccs Abbott, Boehtinger 
Ingelheim, Bristol-Myers Squibb, Merck, Gilead, Pfizer, and GlaxoSmiMlioe All 
othor authors reoort no notential conflicts of intorD.st. 

Hnsnciei support: National Instituto o' Aiio.-gy and infectiou.s Diseases Igrants 
)i:23AI0r/94, K24AI062476, K25Ai50436, ROIA!470U5,3nd P30Ai0603b4); NaHopal 
Institute of Mental Heaith (grant R01MH6586SI: National institute on Drug Abuse 
(grants K01OA0l7r/9 and ROlDA015612i: US Cemeis for Disease Control and 
Prevention (grant $1396-20/21). 

Reprints or correspondence: Dr. Rochelle R Waiertsky, Div of Genera! Medicine. 
Massachusetts General Hospital. 50 Stamfuri; Si. 9lh F!, Boston. MA 02114 
(fwalei'skv@partners.org|. 

The Journal of Infectious Diseases 2006:194:11-9 

2006 by the Infectious Diseases Society of Ainehca All rights reserved. 
0022-i699/7GD6/19401-OC04$i5 OD 


agencies will allocate $21 billion to HIV/AIDS activities 
[1]. This includes --SS billion for HIV/AIDS research 
at the National Institutes of Health; $12.6 billion for 
treatment under Medicare and Medicaid and for Ryan 
White Care .\ci funds; $2.7 billion for global contri- 
bution.s; nearly $2 billion for cash and housing assis- 
tance; and almost $1 billion for prevention activities at 
the Centers for Disease Control and Prevention (CDC) 
and local health departments [Ij. 

On 7 December 1995, the first protease inhibitor 
(PI), saquinavir, was approved by the US Food and 
Drug Administration, leading to the advent of highly 
active antiretroviral therapy (ART) for HIV disease. In 
light of the 10-year anniversary of this important break- 
through in IIIV care, we sought to measure what 2 
decades of medical research, patient care, and financial 
investment have produced in terms of overall survival 
gains. We employed a model-based approach, con- 
ducting repeated analyses to explore the clinical con- 


Sumval Benefits of Afl.lS Treatinent • JID 2006:194 (1 juiy) • il 



137 


sequences of alternative patient-care-innovation pathways. Our 
objective was to quantify clinical progress in AIDS care, in terms 
of years of life saved as a result of advances in HIV therapies 
in the United States. 

METHODS 

Analytic overview. We defined 6 distinct eras of HIV/AIDS 
treatment from 1989 to 2003, reflecting advances in oppor- 
tunistic infection (OI) prophylaxis and increasingly effective 
ART over time (figure 1) [2-12], Using GDC surveillance and 
ocher published data, we estimated the number of patients with 
AIDS who received their diagnoses and entered care each year 
in the United States [13-15], We used a previously developed 
computer simulation model of HIV disease to assess per-person 
survival gains for each treatment era, compared with survival 
in the absence of treatment [16-18]. Cumulative survival es- 
timates for all patients who entered care were then calculated. 

We also included 2 eras of maternal treatment for the pre- 
vention of mother to-child transmission (pMTCT) of HIV (fig- 
ure 1). Using CDC data on the number of HIV-infected women 
in the United States, as well as published birth, transmission, 
and survival rates for HIV-infected pediatric patients, we de- 
rived the number of infant infections averted and translated 
those into years of life saved [13, 19. 20). 

This analysis was conservative; when assumptions were nec- 
e.ssary, they were designed to underestimate the total survival 
benefit. For example, we limited the size of the eligible patient 
population to tho.se with AIDS; we excluded the early benefits 
of antiretroviral mono- and dual-drug therapy when survival 
benefit.s were more limited and HIV RNA data were not avail- 
able; we utilized lower estimates for rates of linkage to care; 
wc assumed that tho.se who did not acce.ss care in the first year 
of their AIDS diagnosis were never eligible; and we omitted 
any benefits of reduced HIV transmission from care. Sensitivity 
analyses were performed to examine the stability of the results 
in the face of alternative assumptions regarding delays in the 
adoption of clinical guidelines, mean CD4 cell count at pre- 
sentation, the number of patients entering care, and ART 
efficacies. 

Estimation of the sample population. Eligibility for ther- 
apy in any treatment era was limited to patients with CDC- 
defined AIDS; patients with non-AIDS HIV infection were ex- 
cluded. Recognizing that not all patients with AIDS diagnoses 
receive timely care, we used national samples to estimate the 
proportion of patients entering care each year. National data 
suggest that 88% of eligible patients in the pre-ART era were 
receiving OI prophylaxis and that 57% of those in all of the 
ART eras were receiving appropriate comprehensive care {14, 
15j. We characterized the newly diagnosed cohort as reflecting 
patients with advanced AIDS, with a mean CD4 cell count of 


87 ceils/mm-* (SD, 70 cells/mnT) and a mean HIV RNA level 
of 5.0 log copies/mL [5]. 

HIV disease model. The Cost-Effectiveness of Preventing 
AIDS Complications (CEPAC) model was used to estimate per- 
person survival benefits. CEPAC is a widely published com- 
puter-based state-transition simulation model of HIV disease 
that incorporates CD4 cell count; HIV RNA level; ART efficacy; 
OI incidence, treatment, and prophylaxis; and other important 
clinical information [16-18, 21], “Stale transition” means that 
the model characterizes the progression of disease in an indi- 
vidual patient as a sequence of transitions from one “health 
state” to another. 

Health states are defined along dimensions that arc both 
descriptive of a patient’s current well-being and predictive of 
future clinical events. 'I'hese dimensions include CD4 ceil count 
(>500, 301-500, 201-300. 101-200, 51-100, and «30 cells/ 
mm') and HIV RNA level (>30,000, 10,001-30,000, 3001- 
10,000, 501-3000, and €300 copie.s/mL) [22]. In the model, 
the level of HIV RNA determines the rate of CD4 ceil count 
decline, and the absolute CD4 cell count governs the monthly 
risk of OIs and death [16-18, 22]. 

In the model, HIV-infected patients are at risk for OIs [Pneu- 
mocystis jiroveci pneumonia [FCP], toxoplasmosis, Mycobac- 
terium avium complex [.MAC| disease, di.s.seminated fungal in- 



Figure 1 . Timeline of major HIV interventions and when they became 
the standard of care in the United States. Six treatment eras were defined 
to correspond to the availability of improved therapies and changing 
standards of clinical care. The first 2 eras denote advances in opportunistic 
infection prevention, with prophylaxis for Pneumocystis jiroveci^ineumom 
(PCP) starting in 1989 and prophylaxis for Mycobacterium awbm complex 
{MAC) disease starting in 1993 [2-4], Treatment with combination anti- 
retroviral therapy (ART) was divided into 4 eras, ART 1 (1996-1997) marks 
the introduction of potent combination ART with the widespread use of 
protease inhibitor (Pl)-based therapy [5]. ART 2 (1398-1999) includes the 
sequential use of nonnucleoside reverse transcriptase inhibitor-based 
regimens followed by Pl-based unique regimens [6, 7). from 2000 to 2002 
(ART 3), 3 effective regimen options were available, with increased op- 
tions for salvage through the use of resistance testing and ritonavir- 
boosted Pis [8, 101. AR'^ 4 (2003) included improved drug efficacy as 
reflected by increased tolerability, decreased regimen complexity, and the 
introduction of enfuvirtide [9-12], We also considered ? eras for the 
prevention of mother-to-child transmission (pMTCT): (1 1 zidovudine (ZDV) 
monotherapy alone. 1994-1999, and (2) combination ART, 2000 to present 
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fection, cytomegalovirus infection, and bacterial and other 
infections) on the basis of their CD4cetl count [16,23]. Patients 
receive the recommended standards of care in the year of their 
diagnosis, including regular CD4 cell count and HIV RNA lab- 
oratory tests and prophylaxis for FCP and MAC disease (24). 

The model is able to accommodate a range of assumptions 
regarding the number of sequential lines of available ART, as 
well as their sequencing and efficac)'. In the ART eras, patients 
whose CD4 cell count is <200 cells/mm' and are in care are 
eligible for ART. ART functions to suppress the HIV RNA level, 
producing a concomitant increase in CD4 cell count [5. 7, 8, 
16]. The proportion of patients achieving virologic suppression 
while receiving each regimen is based on rates reported in the 
clinical trials and adjusted for lower suppression rates observed 
in nonclinical trial populations [5-12]. ART failure is defined 
as either virologic (an observed increase in HIV RNA level over 
2 consecutive months) or clinical (the development ofan Ol). 
On failure of therapy, a subsequent regimen is initiated until 
all regimens available in that era are exhausted; the last line of 
therapy is continued after failure for its independent effect on 
averting 01s [25]. Rates of virologic suppres,sion for ART are 
era specific, as described below. 

Treatment with combination ART was divided into 4 eras. 
ART 1 (1996-1997) marks the introduction of potent com- 
bination ART with the widespread use of Pl-based therapy |5j. 
ART 2 (1998-1999) includes the sequential u.se of nonnucleo- 
side reverse- transcriptase inhibitor (NNRTD-based regimens fol- 
lowed by Pl-based unique regimens [6. 7). From 2000 to 2002 
(ART 3). 3 effective regimen options were available, with in- 
creased options for salvage through the use of resistance te.sfing 
and ritonavir-boosted Pis 18, 10]. ART 4 (2003) included im- 
proved drug efficacy, as reflected by increased tolerability, de- 
creased regimen complexity, and the introduction ofenfuvirtide 
[9-12). The literature-reported regimen suppression rates used 
for each ART era are provided in table 1. 

Patients who initiate treatment in one era become eligible 
for additional therapies later, if they survive to subsequent eras. 
Reflecting diminishing ART efficacy with increasing ART ex- 
perience, these later regimens may differ in their suppression 
rates from those that would be available to patients who initiate 
therapy in the subsequent era, 

Hypothetical patients with AIDS enter the model one at a 
time and are followed until death. A cohort of 1 million patients 
wa.s simulated, to obtain stable results; summary statistics for 
the analysis included average numbers of OIs and per-person 
life expectancy. For each year of AIDS diagnosis from 1989 to 
2003, one cohort was simulated with no treatment and the 
second was simulated with all treatment interventions available 
during that era; the 2 cohorts’ average life expectancies were 
then compared, to obtain the net treatment benefit for the cohort 
that received diagnoses in that year. Survival curves generated 


from the model were validated against CDC-reported survival 
curves {13|. 

Model input data. Detailed data for model input are pro- 
vided in table 1 [2-12, 19, 20, 22, 23, 26-29]. Briefly, 01 pro- 
phylaxis efficacy is based on published data and is defined as 
the percentage reduction in the monthly risk of OIs; 98.2% for 
PCP and 77.2% for MAC disease [2-4]. Rates of virologic sup- 
pression for ART are era specific, both for the initial treatment 
regimen and for the subsequent regimens that are available after 
drug resistance or poor adherence cau.ses the initial regimen to 
fail. For example, data for those patients who receive diagnoses 
in ART 1 (or before then, if they are still alive at the beginning 
of ART 1) are derived from a trial of a triple-combination 
regimen that reported HIV RNA suppression in 60% of patients 
at 24 weeks [5|. This efficacy is reflective of a cohort of patients, 
all of whom were pretreated with zidovudine alone (5j. Among 
those still alive by ART 2, efficacy is derived from a second- 
line efavirenz-based regimen in patients pretreated with nucle- 
oside reverse-transcriptase inhibitors (NRTls), which achieves 
60% suppression at 48 weeks [6]. For those who remain alive 
in ART 3 and ART 4, third- and fourth-line treatment options 
become available, with efficacy derived from trials showing sup- 
pression rates of 34% at 12 weeks and 30% at 48 week-s, re- 
spectively (8, 9j. All reported efficacies are extrapolated to 48 
weeks, as reported elsewhere [17]. Because the reported treat- 
ment efficacies of available regimens are from clinical trials and 
may overstate clinical cohort efficacies, we reduced the 48-week 
efficacy of suppression for each regimen by a factor of 15%. 
This relative reduction in efficacy represents reported differ- 
ences in suppre.ssion efficacies between an observational Med- 
icaid cohort and a clinical trial population receiving a comparable 
NNRTl-based regimen at a similar disease stage fll. 30]. 

pMTCT. To estimate survival gains attributable to pMTCT, 
the number of HIV-infected women in the United States was 
obtained from CDC surveillance data [13]. Birth rates; rates of 
ART utilization; HIV vertical transmission rates with no treat- 
ment (25.5%), with peripartum zidovudine treatment (8.3%), 
and with combination ART (3.0%); and life expectancies for 
HIV-infected infants are provided in table 1 [19, 20, 26, 27). 
Children born HIV negative were assigned age- and race-ad- 
justed life expectancies based on US life tables [31]. 

RESULTS 

Per-person HIV disease treatment survival benefits among 
those receiving care. Results from the era of PCP prophylaxis 
alone show that mean per-person life expectancy increased by 
3.1 months, compared with that in the absence of prophylaxis 
(table 2). In this era, 33% of patients survived to 1993 (the 
PCP and MAC disease prophylaxis era), but only 2% survived 
to 1996 to receive any highly active .‘\RT. Although the life ex- 
pectancy benefit anticipated from PCP and MAC disease pro- 
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Table 1. Data for model inputs and prevention of mother-to- 
child transmission (pMTCT) estimations. 


Variable 

Estimate 

Reference 

Initial cohort 

CD4 cell count, mean ± SD, 
cells/mm^ 

87 ± 70 

151 

HIV RNA level, mean i SD, 
log,n copies/mL 

5-0 ± 0.6 

15) 

Monthly CD4 ceil count decrease 
by H!V RNA stratum, 
mean, ceils/mm^ 

>30,000 copies/mL 

6.4 

1221 

10,001-30,000 copies/mL 

5.4 

1221 

3001-10,000 copies/mL 

4.6 

122] 

501-3000 copies/mL 

3.7 

1221 

s500 copies/mL 

3.0 

(221 . 

Monthly risk of 01 when CD4 cell 
count is <50 ceils/mm^ %•" 

PCP 

0.03700 

(231 

MAC disease 

0.01220 

[231 

Toxoplasmosis 

0-00270 

[231 

Cytomegalovirus infection 

0,01857 

[231 

Fungal infections 

0.01123 

[231 

Other 

0-03940 

(231 

Oi prophylaxis efficacy, % 

PCP prophylaxis 

93,2 

[2] 

MAC disease prophylaxis 

77.2 

[3. 4) : 

Rates of virologic suppression' 

ART 1 

60% at 24 w 

15] 


160% at 48 wl 

161 


134% at 12 w| 

181 


130% at 48 w] 

191 

ART 2 

70% at 48 w 

171 . 


60% at 48 w 

161 


[34% at 12 wl 

(81 


[30% at 48 wl 

191 

ART 3 

70% at 48 w 

171 


81% at 24 w 

|10) 


34% at 12 w 

!8j 


130% at 48 wl 

191 

ART 4 

80% at 48 w 

nil 


82% at 24 w 

[101 


56% at 48 w 

[121 


30% at 48 w 

19) 


(continued} 


phylaxis alone was just 2.6 months, the era of PCP and ,VIAC 
disease prophylaxis led to a mean survival increase of 24.4 
months. This increase is largely a result of 39% of this cohort 
surviving to 1996 and then benefiting from ART 1. PCP and 
MAC disease prophylaxis combined with ART 1, 2, and 3 re- 
sulted in mean per-person survival increases of 93.7, 1 32.6, and 

138.8 months, respectively. By ART 4 (2003}, comprehensive 
AIDS care resulted in a projected per-person survival gain of 

159.9 months, or 13.3 years. 


Table 1. (Continued.) 


Variable 

Estimate 

Reference 

pMTCT 

Pregnancy rate in HIV-infected 
women, % 

4. 4-6. 3 

[26] 

Birth rate in HIV-infected women, % 

36.0 

127] 

Vertical transmission rate with no 
perinatal ZDV, % 

25.5 

[191 

Vertical transmission rate with 
perinatal ZDV, % 

8.3 

[191 

Vertical transmission rate with 
combination ART % 

3.0 

[201 

Perinatal ZDV use, % 

1994-1995 

78 

[201 

1998-1999 

71 

[201 

2000-2003 

9 

[201 

Perinatal combination ART use, % 

1994-1995 

0 

[201 

1996-1999 

5 

1201 

2000-2003 

70 

[201 

Infant survival with HIV infection 
pre-ART years 

10.9 

1281 

infant survival with HIV infection 
post-ARI years 

27,0 

[29] 


NOTE- MAC. Mvcobacte'iun^ avium complex; 01, opportaoistic infection; 
PCR Pneumocystis liroveci pneumonia: ZDV, zidovudine. 

* Percentage risk in tne absence of prophylaxis and antiretroviral therapy 
(ART). 

^ Efficecy defined as percentage reduction in monthly risk of infection. 

' Antiretroviral suppression rates and time points are prov.oed tor the tria; 
from which they were derived. For modeling purposes, these rates were ex- 
trapolated to 48 weeks and decreased by a relative 15% for model input. 
Regimens that were available in each era are shown in bold. Pationts surviving 
to subsequent eras wore eligible for therapy at efficacies shown m brackets. 

HIV disease treatment survival benefits. The number of 
patients entering care in the United States ranged from a max- 
imum of 75.486 per year in the PCP and MAC disease pro- 
phylaxis era (1993-1995) to a minimum of 24,780 in ART 4 
(2003). The total survival benefit ranged from 40,912 years in 
the PCP prophylaxis era to 832,179 years in ART 3. The cu- 
mulative survival benefit for AIDS-related 01 prophylaxis and 
combination ART was 2,813,892 years, Of these, 1,184,851 years 
have already been realized, and 1,629,041 years are being ac- 
crued by current patients with AIDS in care. Model-based sur- 
vival curves for patients who received diagnoses in the first year 
of each of the 6 treatment eras (1989, 1993, 1996, 1998, 2000, 
and 2003) illustrate the improvement in AIDS-associated sur' 
vival in the United States over time (figure 2). Median survival 
was 1.7 years for the PCP era, 7.5 years for ART 1. and 14. i 
years for ART 4. 

pMTCT survival benefits. pM'l'CT produced notable sur- 
vival benefits as well. In the zidovudine -alone era (1994-1999), 
perinatal zidovudine treatment averted 1056 infant infections 
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Figure 2. Survival curve produced by mode! simulations of the cohort that received diagnoses in the first year of each treatment era. with a mean 
age at treatment start of 39 years !SD, 9 years). ART, antiretroviraf therapy; MAC. Mycobacterium avium Qmp\ex: PCP, Pneumocystis jirovecipnemom. 


(table 2). After 2000, when combination ART became widely 
used in pregnant women, 1839 infant infections were averted. 
Mean per-child survival gains for the averted infections ranged 
from 60.5 years if the child was born before 1996 (before com- 
bination ART) to 45.8 years during 1996-1999, when combi- 
nation ART was available. pMTCT led to a survival benefit of 
137,479 years (table 2). 

The cumulative survival benefit of AIDS-related 01 prophy- 
laxis, combination ART, and pMTCT in the United States was 
2,951,371 years. 

Sensitivity analyses. Several sensitivity analyses were per- 
formed to examine the stability of the results. When we as- 
sumed that the changes in standards of care might take 1 year 
to implement (as may occur for patients treated in lower-vol- 
ume centers), total survival benefits decreased to 2.4 million 
years. When we examined the impact of alternative, less widely 
accepted estimates of the rate of vertical transmission associated 
with ART [32], estimated survival benefits due to pMTCT fell 
from 137,479 to 99,680 years. 

We also relaxed the conservative estimates in sensitivity anal- 
yses. When we used the full reported efficacy of ART from the 
clinical trials [11, 30], per-person survival gains in ART 4 in- 
creased from 159.9 to 188,8 months, and total .survival gains 
increased by 500,000 years. When we assumed that linkage to 
care was not 57% but as high as 76% jl5j, .survival gains 
increased by 710,000 years. As a surrogate for earlier presen- 
tation to care, a healthier AIDS cohort — with a mean CD4 cell 
count of 175 ceiis/mm^ — was also examined, since, after 1992, 
~70% of new AIDS diagnoses were made according to a CD4 


cell count criterion of <200 ceils/mm^ alone [33|. Cumulative 
survival benefits in this scenario increased by 740,000 years. 
Simultaneously relaxing all of these con.servative assumptions 
resulted in a total survival benefit of >5.2 million years. 

DISCUSSION 

We utilized national surveillance data, efficacy data, and a state- 
transition probability model to estimate the survival benefits 
of AIDS therapy in the United States. This type of analysis does 
not lend itself readily to traditional forms of scientific inves- 
tigation, since there is no counterfactual to the history of AIDS 
treatment in reality. Projected per-person survival after an AIDS 
diagnosis increased from 19 months (1.6 years) in the absence 
of treatment to 179 months (14,9 years) by 2003, a gain of 160 
months (13.3 years). This survival benefit greatly exceeds that 
achieved for patients w'ith many other chronic diseases in the 
United States [34-42|. Although this type of analysis has not 
been conducted for many diseases, we have synthesized data 
from the literature to estimate life-cxpcctancy gains for patients 
with other severe and chronic diseases (figure 3). For example, 
chemotherapy for non-smali-celi lung cancer results in an av- 
erage survival benefit of 7 months, and bone marrow trans- 
plantation for relapsed non-Uodgkins lymphoma is associated 
with a survival benefit of 92 months [34, 41, 42], Early in the 
course of the pandemic. 01 prophylaxis had a profound impact 
on changing the face of AIDS and on shaping the perception 
that HIV disease was treatable [43|. However, the current mag- 
nitude of the life-expectancy gain from AIDS treatment is 
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Figure 3. Per-person survival gains for patients with various interventions for chronic diseases in the United States [34-42]. Opportunistic infection 
prophytaxis (0I prophl confers a 3-rr)onth benefit {if no benefit lo antiretroviral therapy (ART] in those eras is assumed). ART produces 160 months of 
per-person survival gain by the year 2003. BMT, bone marrow transplant; Ml. myocardial infarction. 


largely attributable to combination ART: this has transformed 
AIDS from a fatal disease to a highly treatable chronic con- 
dition, with average survival from AIDS diagnosis that is now 
>14 years. 

As many as 312,000 of the estimated 1,185,000 people in- 
fected with HIV in the United States are thought to be unaware 
of their serostatus 144). Of those who are aware of their infection, 
only 57% are estimated to be in care (15). Using a cohort of 
patients with higher CD4 cell counts as a surrogate for earlier 
diagnosis and linkage to care, we found that an additional 740,000 
years of life might have been saved, had all patients with AIDS 
in the United Slates received appropriate treatment on diagnosis. 
Thus, our findings not only demonstrate the striking survival 
gains achieved via advances in AIDS treatment but also empha- 
size the importance of expanded HIV testing and linkage to care, 
.so that greater numbers of infected persons can acceK* lifesaving 
therapy. 

Previous work using the same HIV disease model estimated 
that, in 1996, ART led to per-person survival benefits of 18.5 
months [16). Updated results from the current analysis surest 
that mean survival increases from the same era (ART 1) were 
93.7 months. The additional 75,2 months reflects the value of 
new HiV therapies that have been developed and are available 
for patients receiving failing regimens. Our results are also con- 
sistent with those demonstrating the effectiveness of current 


ART in large cohort studies, in which the median AIDS-as- 
sociated survival was found to be extended by 14.8 years [45], 

■J'his analysis has several limitations. Patients entering ART 
1 often were mono-drug- or dual-drug-therapy experienced. 
We addressed this problem by modeling early treatment efficacy 
rates on the basis of patients who had received zidovudine 
monotherapy (5]. To match estimates in clinical cohorts rather 
than clinical trials, we decreased the reported efficacy rates from 
all trials by an additional 15% [11, 30). E.stimating the year of 
entry into care compared with the year of AIDS diagnosis was 
a challenge; we conservatively limited the eligible patients en- 
tering care each year, reduced their assumed state of health 
(mean CD4 cell count, 87 celLs/mm’), and assumed that those 
who did not access care in the year of diagnosis were never 
eligible for care. 

The analysis did not account for later ART-reiated toxicities 
that may result in, for example, cardiac disease or diabetes [46]. 
This exclusion is unlikely to have had a major impact on the 
analysis. Although the relative risk of cardiac disease may be 
increased as a result of ART, this increase is greatly outweighed 
by the absolute reduction in the risk of AIDS-rc!ated compli- 
cations from ART [47], Previous work estimating HIV treat- 
ment-induced changes in lipid levels sugge.sts that hyperlip- 
idemia reduces overall life expectancy by —1 month [48]. 

Early reports of 01 prophylaxi.s and ART efficacy in less- 
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developed countries have suggested that the per-person survival 
gains in these settings may be comparable to those in the United 
States, even in the absence of customized, highly monitored 
care |49]. With 38 million HlV'^-infected people worldwide, the 
increased availability of ART through the WHO-sponsored “3 
by 5” initiative, as well as through the President’s Emergenq^ 
Plan for AIDS Relief (PEPfAR) and other sources, has the po- 
tential to save hundreds of millions ofyearsof life in the global 
setting and speaks to the imperative to deliver treatment to 
individuals in these countries quickly and efficiently [50, 51]. 

HIV disease has claimed >20 million lives worldwide and 
more than half a million lives in the United Slates alone [13, 
51]. Our analysis demonstrates the striking scientific and clin- 
ical benefits achieved in the fight against this disease. Ten years 
after the introduction of potent combination ART, at least 3 
million years of life have been saved in the United States. 
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Millions of Life- Years Saved with Potent Antiretroviral 
Drugs in the United States: A Celebration, with Challenges 

Sten H. Vermund 

Institute of Global Health and Department of Pediatrics. Vandertilt Unitrarsity School of Medicine, Nashville. Tennessee 

(See the article by Walensky et al., on pages 11-9.) 


In this issue of the Journal, Walensky et 
111 . estimate the benefits that have been 
gained from rnullidrug antiretroviral ther- 
apies (ARTs) since 1989 [1]. Their finding 
of ~3 million years of life saved in the 
United States quantifies ART benefits at 
the population level, complementing the 
well-known data on plummeting US death 
rates and lower AIDS case report rates 
noted in the era of potent therapy [2, 3). 
The authors’ detailed sensitivity analyses, 
varying key estimated parameters in their 
models, indicate that less-conservative as- 
sumptions generate an estimate of >5 mil- 
lion years of life saved, a plausible “high- 
er-end” estimate of benefit. The typical 
HIV-infected person now receiving potent 
combination ART lives at least 13--14 years 
longer than if he or she were to forego 
this therapy or if it were otherwise un- 
available [1]. Quantifying the survival 
benefits of expanded diagnosis and mod- 
ern care suggests that the economic and 
humanitarian benefits are greater than 
were hitherto appreciated. 

Developing drugs, testing them without 
undue delay, accelerating their regulatory 
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approval, and making them widely avail- 
able have saved lives (table 1). That an 
average of~200,000 persons in the United 
Stales have lived an additional year in each 
of the past 15 years su^ests the gift given 
to those in need from the labor of many 
|lj. Drugs are discovered and developed 
by biochemists, pharmaceutical develop- 
ers, animal modelers, formulation chem- 
ists, microbiologists, pharmacologists, and 
many others in the pharmaceutical in- 
dustry, in academia, at research institutes, 
and in government. Drugs arc tested for 
safety and efficacy by clinical-trialsexpert.s, 
research-study nurses, clinical-trials vol- 
unteers, community activists, govern- 
ment scientists and science managers, 
community workers, health-care provid- 
ers, pharmacists, ethical-review staff, and 
allied health workers. After drug approval 
through the work of pharmaceutical com- 
panies and regulatory-oversight experts, 
implementation depends on health-care 
workers, blood bankers, social workers, 
mental-health professionals, substance- 
abuse treatment providers, journalists, sci- 
ence writers, medical editors, spiritual 
leaders, corporate and small business lead- 
ers, enlightened insurers, and family and 
friends of patients challenged to receive 
lifelong polypharmacy. (Of course, our 
public-health workers in health education 
and promotion, epidemiology, and com- 
munity prevention efforts are credited, to- 
gether with community prevention activ- 


ists, for laboring to reduce the need for 
these drugs altogether.) Political and pol- 
icy leaders influence research and care in- 
vestments even as health activists push the 
system to be more responsive and efficient. 
Central to implementation arc the HIV- 
infected persons themselves, who, by the 
tens of thousands, keep their appoint- 
ments, take pills, eliminate or reduce high- 
risk behaviors, and support peers who 
struggle with the promising but complex 
world of daily, lifelong therapy. The mod- 
el of Walensky et al, gives all of us, from 
our complementary disciplines, cause for 
celebration, 

Zidovudine was the first approved an- 
tiretroviral agent, offering benefits that 
were exciting but, ultimately, only tran- 
sient, because of the HIV drug resistance 
resulting from monotherapy [4-8j, Wa- 
lensky et al, have assumed a small con- 
tribution from Pneumocystis jiroveci pro- 
phylaxis but no net benefit from zido- 
vudine monotherapy alone, presumably 
on the basis of the results of the Huropcan 
Concorde study [8], Their latter assump- 
tion is debatable [6, 9-11], Inclusion of 
survival benefits from zidovudine mono- 
therapy would increase the Hves-saved cal- 
culus — another conservative bias, in any 
case. Dual therapy proved to be much su- 
perior to monotherapy, and triple therapy 
was a huge advance, in turn, over the use 
of 2 drugs [12, 13 j. This research progress 
and its health impact, as documented by 
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Table 1. Brand-name drugs approved by the US Food and Drug Administration as of March 2006 for use in the treatment of HIV 
infection. 


Time to approval, 


Drug type, brand name 

Generic name 

Manufacturer 

Approval date 

months 

NRTIs 

Combivir 

Lamivudine and zidovudine 

GlaxoSmithKline 

27 Sep 1997 

3.9 

Emtriva 

Emtricitahine 

Gilead Sciences 

2 Jul 2003 

10 

Fpivir 

Lamivudino 

GlaxoSmithKline 

17 Nov 1995 

4.4 

Epzicom 

Abacavir and lamivudine 

GlaxoSmithKline 

2 Aug 2004 

10 

Hivid 

Zalcitabine 

Hoffmann-La Roche 

19 Jun 1992 

7.6 

Retrovir 

Zidovudine 

GlaxoSmithKline 

19 Mar 1987 

3.5 

Trizivir 

Abacavir, zidovudine and lamivudine 

GlaxoSmithKline 

14 Nov 2000 

10.9 

Truvada 

Tenofovir disoproxil fumarate 
and emtricitabine 

Gilead Sciences 

2 Aug 2004 

5 

Videx EC 

Enteric -coated didanosine 

Bristol-Myers Squibb 

31 Oct 2000 

9 

Videx 

Didanosine 

Bristol-Myers Squibb 

9 Oct 1991 

6 

Viread 

Tenofovir disoproxil fumarate 

Gilead 

26 Oct 2001 

5.9 

Zent 

Stavudine 

Bristol-Myers Squibb 

24 Jun 1994 

5.9 

Ziagen 

Abacavir 

GlaxoSmithKline 

17 Dec 1998 

5.8 

NNRTIs 

Rescriptor 

Deiavirdine 

Pfizer 

4 Apr 1997 

8.7 

Sustiva 

Efavirenz 

Bristol-Myers Squibb 

17 Sep 1998 

3.2 

Viramune 

Nevirapine 

Boehringer Ingelheim 

21 Jun 1996 

3.9 

Protease inhibitors 

Agenetase 

Amprenavir 

GlaxoSmithKline 

15 Apr 1999 

6 

Aptivus 

Tipranavit 

Boehringer Ingelheim 

22 Jun 2005 

6 

Crixivan 

Indinavir 

Merck 

13 Mar 1996 

1.4 

Fortovase 

Saquinavir 

Hoffmann-La Roche 

7 Nov 1997 

5.9 

Invirase 

Saquinavir mesylate 

Hoffmann-La Roche 

6 Dec 1995 

3.2 

Kaletra 

Lopinavir and ritonavir 

Abbott Laboratories 

15 Sep 2000 

3.5 

Lexiva 

Fosamprenavir calcium 

GlaxoSmithKline 

20 Oct 2003 

10 

Norvir 

Ritonavir 

Abbott Laboratories 

1 Mar 1996 

2.3 

Reyataz 

Atazanavir sulfate 

Bristo'-Myers Squibb 

20 Jun 2003 

6 

Viracept 

Netfinavit mesylate 

Agoufon Pharmaceuticals 

14 Mar 1997 

2.6 

Fusion inhibitors 

Fuzeon 

Enfuvirtide 

HoHmann-La Roche and Tfimeris 

13 Mar 2003 

6 


NOTE. NNRTIs, noirrujcloosidc rcverso-transcJiptasD inhibitors; NRTIs, nucleoside reverse-tfariscfip'.aso inhibitors. Modified slirjhtly from htrp://www fda.gov/ 
oashi/aidsA'irals.html. The relevant Web page is available at http:/Avvvw.lda.gov/oas.hi/aids/siatus.html. 


Walensky et al., can be seen as a contin- 
uum dating from the discovery of the syn- 
drome in 1981 and of the virus in 1983 
through the successive approval of each of 
the 4 drug clasvses since 1987 (table 1 ). Tliis 
iatter-20th- century advance in antiviral 
therapy ha.s its centennial parallel in the 
golden era of microbiology and vaccine 
and drug development in the late 1 9th and 
early 20th centuries. Of course, Pasteur, 
Koch, and their peers were empiricLsts with 
little grasp of the microbiology known to- 
day [14j; 21sl century grounding in mo- 
lecular methods augurs well for future dis- 


coveries leading to an eventual cure for 
HIV infection, flushing out and killing vi- 
rus that is latent in deep tissues. This may 
be a good time for our national political 
leaders to reconsider their decision to slow 
the growth of the budget of the US Na- 
tional Institutes ofHealth, now lagging be- 
hind the rate of inflation [15, 16}. 

Use of ART to block HIV transmission 
from mother to infant has virtually elim- 
inated pediatric HiV infection as a major 
public-health problem in the United Stales 
and other economically prosperous nations 
[17, 18]. Easier-to-implement nexarapine 


and nevirapine-zidovudine regimens were 
developed that could be applied anywhere 
in the world, as with the “Call to Action” 
program (.sponsored by the Elizabeth Gla- 
ser Pediatric AIDS Foundation and the Bill 
and Melinda Gates Foundation) and the 
Thai government initiative : 19-22]. Drugs 
suitable for treating pediatric age patients 
with HIV infection are readily available in 
the United States (table 2) but are less so 
in resource-limited nations. 

In the late 1990s. activists cajoled the 
pharmaceutical induslry into lower drug 
prices. Combined with lower drug prices 
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Table 2. Drugs used in the treatment of pediaUic HiV infection, per the US Food and Drug Admin- 
istration as of March 2006, listed alphabetically by brand name. 


Brand name 

Generic name 

Manufacturer 

Approval date 

Adult Pediatr c'’ 

Agenerase 

Amprenavtr 

GlaxoSmithKline 

15 Apr 1999 

15 Apr 1999 

Combivir 

Zidovudine and iamivudine 

GlaxoSmithKline 

26 Sep 1997 

None 

Crixivan 

Indinavir 

Merck 

13 Mar 1996 

None 

Emtnva 

Emtricilabine 

Gilead Sciences 

2 Jul 2003 

28 Sep 2005 

Epivir 

Lamivudine 

GlaxoSmithKline 

17 Nov 1995 

17 Nov 1995 

Fortovase 

Saquinavir 

Roche 

7 Nov 1997 

None 

Hivid 

Zalcitabine 

Roche 

19 Jun 1992 

None 

Invirase 

Saquinavir 

Roche 

6 Dec 1995 

None 

Kaletra 

Lopinavir and ritonavir 

Abbott Laboratories 

15 Sep 2000 

15 Sep 2000 

Norvir 

Ritonavir 

Abbott Laboratories 

1 Mar 1996 

14 Mar 1997 

Rescriptor 

Delavirdine 

Pfizer 

4 Apr 1997 

None 

Retrovir 

Zidovudine 

GlaxoSmithKline 

19 Mar 1987 

1 May '990 

Sustiva 

Efavirenz 

Bristol-Myers Squibb 

21 Sep 1998 

21 Sep 1998 

Videx 

Didanosine 

Bristol-Myers Squibb 

9 Oct 1991 

9 Oct 1991 

Viracept 

Nelfinavir 

Agouron Pharmaceuticals 

14 Mar 1997 

14 Mar 1997 

Viramuno 

Nevirapine 

Boehringer Ingelheim 

21 Jun 1996 

1 1 Sep 1998 

Viread 

Tenofovir disoproxii fumarate 

Gilead 

26 Oct 2001 

None 

Zeril 

Stavudine 

Bristol-Myers Squibb 

24 Jun 1.994 

6 Sep 1996 

Ziagen 

Abacavir 

GlaxoSmithKline 

17 Dec 1998 

17 Dec 1998 


NOTE. Modified slightly from hitp./Awv'w.fda.gov/oashi/aids/pedlbi.html. The relevani Web page is available ai. hnp:// 
www.fda.gov/oasni/aios/status.html 

“ "None" indicates no pediatric labeiing. althougln these drugs may be used by practitioners in the treatment of children 
of various ages, the pharmaceutical sponsors have not subm.nted oata to support a labccd pediatric indication at this time, 


due to competition from producers of 
generic drugs (including in the United 
States) (table 3), a major effort to provide 
ART to infected persons in developing 
countries began through multinational 
(e.g., the Global Fund to Fight AIDS, 
'I'ubercLilosis, and Malaria [http://www 
, thcglobalfund.org/en/]), bilateral (e.g., 
the President’s Emergency Program for 
AIDS Relief [http://www.usaid.gov/our 
_work/global_heaith/aids/pepfarfact 
•html]), and national (e.g., the ahead-of- 
its-time program in Brazil) initiatives [23, 
24], These are lowering HIV mortality 
rates in resource-limited settings, just as 
they did earlier in the economically richer 
nations [25]. A lethal disease has been 
transformed into a chronic, manageable 
condition wherever health services deliv- 
ery, financing, drug logistics (especially 
critical in rural areas and developing coun- 
tries), health manpower, health policy, and 
health psychology are applied successfully. 

VV'alensky et al. highlight the impor- 


tance of detecting all persons infected and 
providing care to all (hose who know their 
HIV status [I]. Innovation is needed on 
many fronts. The state of North Carolina 
identifies acutely infected, hyperinfectious 
persons, to provide them with risk-reduc- 
tion counseling even before antibodies are 
detectable [26]. Brief health education 
messages that are designed for clinicians 


to deliver within the care setting have as- 
sisted persons in HIV care to reduce their 
high-risk behaviors [27], Practitioners in 
iower-prevaicnee regions suggest mini- 
mizing pretest counseling through inter- 
view-based risk triage, reserving their staff 
time for the essential postte.st counseling 
sessions [28]. Rapid tests are used widely 
in developing-world settings to cut costs 


Table 3. Generic nucleoside reverse-transcriptase inhibitors approved by the US Food 
and Drug Administration as of March 2006 for use in the treatment of HIV infection. 


Generic name (dose) 

Manufacturer 

Approval date 

Time to 
approval, 
months 

Didanosine delayed-release capsule 

Barr Laboratories 

3 Dec 2004 

6 

Oral solution zidovudine (pediatric 
formulation, 50 mg/5 mL) 

Aurobindo Pharma 

19 Sep 2005 

6 

Zidovudine (300-mg tablet) 

Aurobindo Pharma 

19 Sep 2005 

10 

Zidovudine (300-mg tablet) 

Ranbaxy Laboratories 

19 Sop 2005 

11 

Zidovudine (300-mg tablet) 

Roxane Laboratories 

19 Sep 2005 

24 

Zidovudine (100-mg capsule) 

•Aurobindo Pharma 

27 Mar 2006 

4 


NOTE. Modified slightly from hnpyyw'A-w.lda.gov/oashi/aids/virdisgeoenc.html Tiie relevant Web page 
is avaiiabie at rmp:/M’v\'w.fd3.gov/oashi/aias/status.html. 
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and avoid the loss to foilow-up inherent 
in an ELISA screening (a result of the in- 
ability to provide a same-day result with 
an ELLSA). Rapid tests are an innovation 
used far less often in the United States than 
they should be [29|, Antenatal care pro- 
grams should offer “opt-out" testing — 
that is. HIV testing that is routine in preg- 
nant women, excluding only those women 
actively requesting to forego the test {30, 
31]. Efforts to increase voluntary coun- 
seling and testing and knowledge of HIV 
status include couples counseling to re- 
duce marital strife and to maximize fam- 
ily-centered care and prevention (32-34). 
These are but a few examples of innova- 
tions in the diagnosis, care, and prevention 
of HIV infection. 

Drugs that save lives are likely to save 
society money, because it is cheaper to care 
for persons with drugs in an outpatient 
setting than to care for them in intensive 
care units, acute-care hospital beds, long- 
term care facilities, and hospices {35-37]. 
Restoring economic productivity and par- 
ent-leased child care saves so-called indi- 
rect costs, and fewer emergency-depart- 
ment visits and hospital stays save direct 
costs to the health-care system. Further 
investment in outpatient care should em- 
phasize voluntary counseling and testing 
programs for HIV diagnosis that are in- 
tegrated into routine medical care (38). 
This must include bridges to care for those 
infected. The humanitarian benefits are 
self-evident but may not drive investment 
as strongly as economic arguments can, 
Saving.s may accrue to one provider (e.g., 
reduced unreimbursed inpatient care ex- 
penses to a hospital or lower third-party 
payments), but costs may be incurred by 
another source (e.g., Ryan White Care Act 
funds). Hence, policy’ makers may see only 
their costs without knowledge of direct 
benefits or the savings in a different bai- 
liwick. Early indications are that .savings 
from outpatient management substan- 
tially outweigh the costs of the ART-based 
outpatient treatment programs, both here 
in the United States and abroad, but good 
data are scarce [39]. 


The millions of life-years saved in the 
United States should reinvigorate policy 
debates as to how best to identify HIV- 
uifected persons in our country by offer- 
ing and encour^ng testing as a routine 
part of medical screening. We must reduce 
barriers to care, the first of which is the 
difficulty with which a test is obtained in 
many venues. We do not require extensive, 
expensive, time-consuming, and intimi- 
dating pretest counseling before screening 
for diabetes, for example, another disease 
that is lethal if unmanaged but that is con- 
trollable with lifelong medication. Yet 
many US guidelines demand substantial 
counseling infrastructures that may dis- 
courage primary-care providers from of- 
fering HIV tests as easily as they can offer 
a urine dipstick for glucose to screen for 
diabetes. Postiest counseling is es.sential 
for psychosocial assistance, a bridge to 
HIV-related health care, and needed to 
reduce high-risk behaviors, but pretest 
counseling can be made more efficient to 
reduce at least one barrier of tinte and 
money [28. 38!. 

We now face a daunting challenge to 
do better. From 3 to 5 million person- 
years of life have been saved for persons 
living in the United States from 1989 to 
2003, but do we know enough about the 
barriers to prompt diagnosis and effective 
referral to care? Are we doing enough 
about those barriers that we do recognize? 
If we address systematically the barriers to 
testing, care, and prevention, then future 
modelers will describe the next 1 5-year pe- 
riod as having saved hundreds of millions 
of life-years, not just in North America 
but around the globe. 
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(See the editorial commentary by Mayer and Chaguturu on pages XXX-XX) 

Background. Health care expenditures for persons infected with human immunodeficiency virus (HIV) in the 
United State determined on the basis of actual health care use have not been reported in the era of highly active 
antiretroviral therapy. 

Methods. Patients receiving primary care at the University of Alabama at Birmingham HIV clinic were included 
in the study. All encounters (except emergency room visits) that occurred within the University of Alabama at 
Birmingham Hospital System from 1 March 2000 to 1 March 2001 were analyzed. Medication expenditures were 
determined on the basis of 2001 average wholesale price. Hospitalization expenditures were determined on the 
basis of 2001 Medicare diagnostic related group reimbursement rates. Clinic expenditures were determined on (he 
basis of 2001 Medicare current procedural terminology reimbursement rates. 

Results. Among the 635 patients, total annual expenditures for patients with CL)4' cell counts <.50 cells/;uL 
($36,533 per patient) were 2.6-times greater than total annual expenditures for patients with CD4' cell counts 
2*350 celis/,uL ($13,885 per patient), primarily because of increased expenditures for nonantirctroviral medication 
and hospitalization. Expenditures for highly active antiretroviral therapy were relatively constant at -$10,500 per 
patient per year across CD4‘ cell count strata. Outpatient expenditures were $1558 per patient per year; however, 
the clinic and physician component of these expenditures represented only $359 per patient per year, or 2% of 
annual expenses. Health care expenditures for patients with HIV infection increased substantially for those with 

more-advanced disease and were driven predominantly by medication costs (which accounted for 71% 84% of 

annual expenses). 

Conclusions. Physician reimbursements, even with 100% billing and collection-s, arc inadequate to support 
the activities of most clinics providing HIV care. These findings have important implications for the continued 
support of HIV treatment programs in the United States. 


The use of HAART has led to dramatic decreases in 
the morbidity and mortality of patients infected with 
HIV [ 1-3|. These benefits, however, come with the ex- 
pense of HAART, estimated to be $10,000-$ 15,000 per 
patient per year in the United States f4]. A number of 
studies have estimated the monthly health care expen- 
ditures incurred by HlV-infecied patients and have in- 
ve.stigated the relation.ship between these expenditures 
and CD4'' ceil counts [5-15). Yet, there is no infor- 
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mation determined on the basis of actual health care 
use, in quantitative terms, regarding actual expenditures 
in the contemporary HAART era. Moreover, no prior 
studies have been able to evaluate the annual expen- 
ditures for a patient whose CD4' cell count increases 
or decreases during the course of therapy. 

We investigated questions related to the relationship 
among the cost components of care and examined how 
a change in clinical status affected cost expenditures 
over a period of I year. Answers to these questions, 
determined in the context of the contemporary HAART 
era, are essential if policy makers and third-party payers 
are to make informed decisions about the optima! al- 
location of scarce resources. To address these questions, 
we performed an analysis of expenditures using the 
University of Alabama at Birmingham (U.AB) Studies 
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Table 1. Cost components and expenditures included in a study of patients with HIV infection at the University of Alabama at 
Birmingham. 


Cost component 

Expenditures 

Cost data 


Hospital costs 

inpatient medications, radiological examinations, labora- 
tory studies, and procedures, by Medicare reimburse- . 
ment rates 1or diagnostic related group codes . 

Medicare diagnostic related group, based oi 
diagnoses 

t hospital 

Antiretroviral mooications 

Outpatient antiretrovirai medications, by average whole- 
sale price 

Average whoi'esale price, us.ng stop and st; 

vt dates pe- drug 

Nonantiretrovirai medications 

All nonantiretrovira! outpatient medications, including an- 
tibiotics, by average wholesale price 

Average wholesale price, using stop and st; 

irt dates per drug 

Physic^an/ciTiic fees 

Physician tees included inpatient and outpatient physi- 
cian professional fees: clinic fees included medication 
services (i.e., infusions, injections, and chemotherapy) 
and c, barges for use of space 

Medicare reimbursements pa d va current \ 
terminology codes for vis't 

yocedura' 

Other outpatient expenaitures 

Outpatient procedures not performed in the HIV outpa- 
tient clinic (i.e., laboratory studies, radiological exami- 
nations, and outpatient surgeries), home health care, 
and hospice care 

Medicare reimbursements paid via cuirent procedural 
terminology codes 


of HIV/AIDS Longiiudina! Outcome N4etrics database. This 
database combines clinical data, laboratory data, and data on 
health care use for all of its patients to monitor and measure 
outcomes of care over time. Therefore, this database provides 
the opportunity to investigate the relationship between health 
care expenditures and CD4* cell counts, to evaluate the con- 
tribution of each category of expenditures to overall expen- 
ditures, and to quantitate the effect of an increase or decrease 
in CD4' cell count on expenditures. 

METHODS 

In January 1994, the UAB outpatient HIV clinic initiated an 
ongoing database (Studies of HIV/AIDS Longitudinal Outcome 
Metrics) that collected clinical information for all patients seen. 
Trained medical records personnel used standardized proce- 
dures to abstract clinical and treatment data from medical re- 
cords daily. Laboratory data were downloaded from the hospital 
laboratory system directly into the database. All outside labo- 
ratory values were entered into the database manually (quality 
cemtroi assessments demonstrated an error rate of<5%). Health 
care use data were added to the database beginning in March 
1999, 

All patients included in this study received their primary care 
at the UAB HIV clinic, had a baseline CD4' cell count on 1 
March 2000 (±90 days), and had at least 1 follow-up clinic 
visit or hospitalization between 1 June 2000 and 1 March 2001. 
Patients vvho had a foliow-up visit after 1 June 2000 but sub- 
sequently died before I March 2001 were also included. 

Hospitalization, laboratory, procedure, and clinic use data 
were obtained from the UAB Health System between 1 March 
2000 and 1 March 2001; data pertaining to emergency de- 
partment visits that did not result in an inpatient admission 
were not included. Health care received outside of the UAB 


health system wa.s not captured. An expenditure was delined 
as the cost outlay required to pay for any service or medication 
used by a patient during the time of observation, information 
on use of clinical service.s was translated into expenditures 
through assignment of cost per unit activity on the basis of 
2001 Medicare reimbursement rates [16], Although nearly 30% 
of our patients are uninsured and our usual collection rate is 
40%, for analysis purposes, we assumed that all patients had 
Medicare insurance, that there was complete billing for all 
health care use, and that the collection rate was 100%. Expen- 
ditures were broken down by cost component, as shown in 
table 1. 

Hospitalization expenditures were determined on the basis 
of Medicare reimbursement rates for diagnostic related group 
codes for each admission (17j. The hospital-associated expen- 
ditures included all technical expenditures associated with the 
hospital stay, such as inpatient medications, radiological studies, 
procedures, and laboratory studies, but did not include phy- 
sicians’ professional fees incurred during the hospital stay; both 
inpatient and outpatient physician professional fcc.s were in- 
cluded in clinic/physician expenditures. 

Data on the use of outpatient clinical services was obtaijtcd 
by a data warehouse query of services rendered using the IDX 
database system. This system captures ail U.AB service activity 
related to outpatient professional and technical fees, as well as 
use of all outpatient clinics, across the University Health System 
(including all subspccialty consultation and mental health vis- 
its), except for fees associated with emergency department visits 
that do not result in a hospitaliz.ation. Outpatient clinic use, 
which included level of clinic visits, delivery of outpatient med- 
ication services (such a.s delivery of infusions, injections, and 
chemotherapy), and laboratory use, was converted into expen- 
ditures on the basis of 2001 Medicare reimbursement rates 
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using current procedural terminology codes [18]. Substance 
abuse treatment is provided through a federally funded grant 
and was not captured in our outpatient clinic visits. Sensitivity 
analyses were conducted to assess the potential impact of the 
inclusion of substance abuse treatment, missed emergency 
room visits, and missed visits at other facilities on outcomes. 

Medication expenditures were based on use data as recorded 
in the outpatient medical record. At each patient visit, the clinic 
health care provider recorded ail changes to the patient med- 
ication list, including date of initiation of new medications, 
date of discontinuation of previous medications, and dosages. 
The changes included all medications prescribed by that pro- 
vider or by any other provider as reported by the patient. 
Medication, dosage, and start and stop dates were entered into 
the clinical database within 24 h after each patient visit. Out- 
patient medication infusion and injection expenditures were 
included in the physician/clinic expenditures, not in the med- 
ication expenditures. Medication expenditures were assigned 
on the basis of the 2001 average wholesale price (AWP) for 
each medication recorded in the clinic database, incorporating 
duration of therapy as calculated through medication start and 
stop dates [19], Although it was recognized that most medi- 
cation payment programs often received substantial discounts, 
the high degree of variability in discounts between programs 
(and even within drug classes) made it impossible to use a 
consistent, meaningful discounted price. AWP was chosen as 
the standard for this .study, because it forms the primary basis 
on which discounted pricing is determined. A sensitivity anal- 
ysis was conducted to assess the impact of the decision to use 
AWP on the reported findings. 

Expenditure data were aggregated into two 6-inonth inter- 
vals. Patients were categorized by baseline CD4'' cell count into 
4 strata: <50 ceils//.tL, 50-199 cells/ 200-349 cells/ ;iL, and 
22350 cells//iL, Improvement status was defined by whether a 
patient’s CD4'" cell count category at 6 months had changed 
relative to the baseline category, Patients were considered to 
have experienced improvement if their 6-month CD4' cell 
count moved them into a higher CD4'’ cell count stratum, and 
their condition was considered to have worsened if they moved 
to a lower CD4* cell count stratum, Patients whose Cl)4' stra- 
tum did not change were considered to be the same, including 
those patients whose CD4' cell counts remained in the hipest 
or lowest CD4’ cell count group. Patients were then stratified 
by CD4'’ improvement status, and annualized expenditures 
were determined for each group. Annual costs represented the 
sum incurred during both 6-month intervals. 

To correct lor the nonnormai distribution of the annual cost 
data, we transformed the data by taking the natural log of the 
annual costs. Ail analyses were conducted using these trans- 
formed data, but results are presented using the actual costs. 
Analysis of variance was used to assess for overall significance 


of differences in expenditures between CL)4' ceil count cate- 
gories, and Duncan’s multiple range test was used to control 
for the analysis of variance pair-wise comparisons at the .05 
level. Statistical analyses were performed using SAS software, 
version 8.2 (SAS Institute). 

RESULTS 

Of the 1041 patients seen between 1 March 2000 ( ± 90 days) 
and 1 March 2001, 635 met the inclusion criteria; 309 patients 
did not have a baseiine CD4" cell count within the specified 
time window', and 97 patients did not have a follow-up visit 
or hospitalization. The baseline demographic characteristics of 
this cohort are listed in table 2. These patients were predom- 
inantly white men who had sex with men, and most oi the 
patients had good v'irologic responses to MAART (median viral 
load, 2.4 log,,, copies/mL). More than 50% of the patients had 


Table 2. Baseline characteristics of the 635 patients from the 
University of Alabama at Birmingham HIV outpatient clinic in- 
cluded in the study cohort. 


Characteristic 

Patients 
(n = 635) 

Demographic characteristic 


Ago. median years (range) 

35 (18-66) 

Male sex 

491 (77,3) 

White race 

376 (59.2) 

Behavioral characteristic 


Men who have sex with men 

394 (62 01 

Injection drug use 

65 (10,2) 

Clinical characteristic 


CD4- cell count at baseline, 


median ce!ls//tL (range) 

367 (2-2671) 

CD4’ cell count strata 


<50 cells/mL 

62 (9.8) 

50-199 ceits//iL 

99 (15,61 

200-249 cells/fiL 

143 (22,5) 

^350 cells/^L 

331 (52,1) 

CD4* ceil count pre-HAART, 


median nadir cells/ftL’’ 

144 

Mral load at baseline. 


median log.o copies/mL (range) 

2,4 (<1 ,3-6,0) 

Receiving HAART*^ 

510 (80.3) 

History of opportunistic infection 

171 (26,9) 

Hyperlipidemia 

325 (51,21 

Diabetes mellitus 

65.(10.2) 

Coronary artery disease 

6 (1,0) 

Insurance status 


Public 

197 (31.01 

Private 

344 (54,2) 

None 

94 (14,8) 


NOTE. Data are no. (%) ot patients, ^.nless oinsrw se in:5 ca'.eu 
“ n = 570- 

HAABT was defined as any combination of ant. retroviral niocicalions. 
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CD4'’ cell counts 5=350 cells/piL. Twenty patients died during 
the analysis period; the median duration of follow-up for these 
patients was 7 months. 

The annual expenditure data were aggregated into two 6- 
month intervals, with the mean 1-ycar totals for each CD4‘' 
cell count category listed in table 3. The distribution of the 
total expenditures differed significantly across CD4* cell count 
categories; patients with CD4' cell counts <50 ceUs/^L gener- 
ated $36,532 per patient per year in expenditures, whereas pa- 
tients with CD4’ cell counts 5=350 cellsZ/zL generated expen- 
ditures of $13,885 per patient per year (P< .0001 ). In contrast, 
viral load strata were less discriminatory, with strata of <50 
copies/mL, 50-4999 copies/mL, 5000-99,999 copies/mL, and 
>100,000 copies/mL resulting in expenditures of $17,142, 
S! 7,176, $18,295, and $28,825 per patient per year, respectively. 

The increased expenditures for patients with low CD4‘' cell 
counts were predominantly attributable to incrca.sed nonantir- 
etroviral medication and hospitalization expenditures (table 3; 
figure M and IB), although all expenditures were significantly 
higher for patients with CD4' cell counts <50 cells/^tL than 
they were for patients with CD4’ ceil counts >350 cells//iL 
{P« .0006). Compared with patients with CD4' cell counts 
>350 cellsZ/iL, patients with CD4' cell counts <50 cellsZ/iL had 
hospitalization expenditures that were almost 6-fo!d greaterand 
nonantiretroviral medication expenditures that were almost 8- 
fold greater, Fifty-one percent of nonantiretroviral incdication 
costs for patients with CD4‘ cell counts of <50 cellsZ/xL were 
due 1.0 antimicrobials, compared with only 17% for patients 
with CD4* cell counts >350 ceIls/,uL These expenditures were 
distributed evenly over the population of patients with CD4' 
cell counts <30 ccIIsZ/aL and were not unduly influenced by 
outliers. Because antiretroviral medication costs remained rel- 
atively constant acros.s CD4'' cell count .strata ($9407-51 1,935 
per patient per year), the proportion of overall expejidiiures 
attributable to use of antiretroviral therapy more than doubled 
for patients with CD4* cell counts >350 cellsZ/iL (68%), com- 
pared with patients with CD4’ cell counts <50 cclisZ^L (30%). 
Two percent or less of all expenditures was due to physicianZ 


clinic fees, with an average annual expenditure of <$400 per 
patient per year. This figure assumed that all patients had Med- 
icare health insurance and that the collection rate per physician/ 
clinic encounter was !00%. 

To assess the impact of a decrease in immunologic status 
during the study period, expenditures were stratified by the 
change in each patient’s CiD4' cell count status between baseline 
and 6 months later (figure IB). A decrease in CD4‘' cell count 
category was always a.ssociated with increased expenditures, but 
this increase was staii.stically significant only for patients whose 
baseline CD4‘’’ ceil count was in the 50--199 celis/^L category 
(B = .003). The differences in expenditures for these patients 
are shown in figure IB, in which patients with a baseline CD4' 
cell count betw'een 50-199 cells//xL were stratified by cost com- 
ponent and improvement status. In a manner similar to that 
seen with total expenditures, the increased expenditures asso- 
ciated with a decline in CD4' ceil count were predominantly 
attributable to nonantiretroviral medications (P=.03) and 
hospitalizations (P = .05). Expenditures for other cost com- 
ponents were not significantly different. 

We conducted a similar analysis of data from 1 March 1999 
through I March 2000 (data not shown) and found very similar 
results for the mean annual expenditures, CD4' cell count ex- 
penditure distribution, and contribution of expenditure cate- 
gory to overall expenditures. Because the data from 2000-2001 
were more recent, we elected to present only those results. 
However, thi.s doe.s show that our results were consistent over 
a 2-year period. 

Sensitivity analyses demonstrated little impact on the overall 
findings when adjustments were made for missing data re- 
garding emergency room visits, substance abuse/mental health 
visits, visits at other health care facilities, or the use of full AWP 
in our study (table 4). App.roximate.ty 25% of our patients have 
substance abuseZmcntal health problems that warrant outpa- 
tiejit visits for therapy. If liberal adjustments are made in our 
outpatient use data to adjust for the missing data regarding 
emergency room visits, visits to other facilities, and substance 
abuseZmcntal health visits such that the total outpatient costs 


Table 3. Mean annual expenditure per patient by cost component and CD4* cell count category for 635 patients from the University 
of Alabama at Birmingham HIV outpatient clinic. 


CD4' cell count category 

No. Ol 
patients 


Cost per patient per year (% of total cost), by cost category 


Total cost 

Antiretroviral 

medication 

Nonantirctroviral 

medication 

Hospital 

costs 

Other 

outpatient 

costs'' 

Physician/clinic 

costs 

<50 cells//iL 

62 

$36,532 (100) 

$10,855 (30) 

$14,882 (41) 

$8353 (23) 

$1909 (5) 

$533 (1) 

50-199 cells/^L 

99 

$23,864 (100) 

$11,862 (50) 

$6685 (28) 

$3369 (14) 

$1416 (6) 

S532 (2) 

200-349 cellsZ/<L 

143 

$18,274 (100) 

$11,935 (65) 

. $3452 (19) 

$1186 (7) 

$1365 (7) 

$336 (2) 

>350 cei!5/f4L 

331 

$13,885 (100) 

$9407 (68) 

$1855(13) 

$1408 (10) 

$930 (7) 

$285 (2) 

Ail 

635 

$18,640(100) 

$10,500 (56) 

S4240 (23) 

$2342 (13) 

$1199 (6) 

S359 (2) 


^ Other outpatient costs include outpatient radiological exarninations, laboratory tests, procedures, and horr.e heaah care 
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ART nonART Hospital costs Other Physician/clinic fees 

Cost component 


Figure 1. A, Assessment of changes in annua! expenditures for patients whose CD4* cell count status increased {/) - 3861, decreased (n = 1021, 
or remained unchanged (/) = 134) between baseline (1 March 20(X3) and 6 months (1 September 2000). A decrease in CD4‘ cell count category was 
associated with a significant increase [P — .003) in annual cost among patients initially assigned to the group of patients with CD4‘ cell counts of 
50-199 cellS/VL. The cost differences in other CD4’ cel! count categories were not significantly different (P> .2). B, Assessment of the source of 
expenditures for patients initially assigned to the CD4’ cell count 50-199 cells//iL group whose CD4‘ cell count category increased , dec-'eased, or 
stayed the same between baseline and 6 months. Nonantiretroviral medication IP = .03) and hospital costs (P = .05) for patients with a decrease 
in CD4' cell count category were significantly increased, compared with costs for patients with an increase in CD4' cell count category. Differences 
for other cost components were not significantly significant. ART, antiretroviral therapy. 
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Table 4. Sensitivity analyses periormed to assess impact of lower medication average wholesale pricing (AWP) and accounting for 
the costs of emergency room (ER) visits, substance abuse/mentai health care costs, and the costs of unaccounted visits at other 
facilities. 



Cost per patient per year (% of total cost), by cost component 

Analysis 

Medication 

costs 

Hospital 

costs 

Outpatient/other 

costs 

Total 

costs 

Initial 

$14,740(79.1) . 

$2342 (42.6) 

$1558 (8.4) 

$18,640 (100) 

Incorporating AWP discounted 25% 

$11,055 (73.9) 

$2342 (15.7) 

$1558 (10.4) 

$14,955 (100) 

Incorporating ER visits** 

$14,740 (75.9) 

$2342 (12.1) 

$2337 (12.0) 

$19,419 (100) 

incorporating ER visits, substance abuse /mental 
health care costs, and unaccounted visits*” 

$14,740 (73.0) 

$2342 (11.6) 

$3116 (15.4) 

S20,'.98 (100) 

incorporating AWP discounted 25%, ER visits, 
and substance abuse/mental health care costs'^ 

$11,055 (70.3) 

S2342 (14.9) 

$2337 (14.9) 

$15,734 (100) 

Combination of AWP discounted 25%, ER visits, 
substance abuse/mentai health care costs, and 
unaccounted visits*” 

$11,055 (66.9) 

$2342 (14.2) 

$3116 (18.9) 

$16,513 (100) 


NOTE. The costs of ER visits, substance abuse/mental heauh cafe costs, and the costs of unaccounted visits at other facilities were each eva jateo at 25%- 
50% of total outpatient costs. 

" Cost of emergency room visTs was evaluated at 25%-50% of total outpatient costs- 
“ Cost was evaluated at 100% of total outpatient costs 
'■ Cost was evaluated at 50% of total outpatient costs. 


were doubled (from ~$1300 to -'$2600 per patient per year), 
the impact on our overall findings would be minimal. Medi- 
cation costs would account for 73% (compared with 79%) of 
total co.sts, and HIV provider reimbursement would not in- 
crease, because these services are provided elsewhere. To explore 
the impact of discounted AWP pricing on our study findings, 
we reanalyzed our findings using a di.scountof25% below AWP, 
a common discount for federal programs, such as the AIDS 
Drug Assistance Program (ADAP). With this adjustment, over- 
all annual medication costs decreased from $14,740 to $11, 055 
per patient. Similarly, the overall expenditurc.s decreased from 
$18,640 to $14,955 per patient per year, However, even in this 
scenario, medications still comprised 74% of overall expendi- 
tures, compared with 79% as determined in our primary analy- 
sis using full AWP, Using both a discount of 25% below AWP 
and a doubling of outpatient expenditures to account for miss- 
ing visits, medications still comprise 67% of total health care 
expenditures. 

DISCUSSION 

In this study, we determined per patient expenditures of care 
by directly measuring health system and medication u.sc in a 
population of patients receiving primary HIV care at an aca- 
demic medical center clinic in the southeastern United States. 
Our findings demonstrate a dramatic association between an- 
nual per patient expenditures and CD4‘' cell counts, with pa- 
tients in the lowest CD4’ category expending 2.6 times more 
health care dollars per year than patients in the highest CD4* 
cell count category. The single most expensive cost component 
was medications, accounting for 7 1%— 84% of the overall health 
care costs, depending on stage of disea.se. Antiretroviral therapy 


represented 56% of the overall costs; however, the improvement 
in clinical status associated with successful antiretroviral ther- 
apy, as demonstrated by increases in CD4' cell count, led to a 
reduction in health care expenditures in other areas. In par- 
ticular. the sickest patients (CD4' cell count, <50 cells/ re- 
quire 8-fold more nonantiretroviral medication expenditures 
and 6-fold more hospitalization expenditures than do the 
healthiest patients (CD4' ceil count, 5*350 ce!ls/^l.), The most, 
striking finding in this study, however, was the low expenditures 
for health care services provided by HIV physicians and clinics. 
Taken together, these findings demonstrate the relative cost of 
care in a fashion that informs policy makers, payers, and health 
care administrators. 

To quantitate the reduction in expenditures associated with 
an increase in CD4' ceil count, we assessed the impact of 
changes in CD4' cell count strata on annual expenditures dur- 
ing the year-long period of observation. Compared with pa- 
tients who remained in the same CD4' cell count stratum, 
patients who moved to a higher stratum during the year had 
lower annual expenditures, whereas patients who moved to a 
lower stratum experienced higher expenditures. Because anti- 
retroviral drug effects principally drive improvements in CD4' 
cell counts, these findings further demonstrate the clinical and 
economic benefit of antiretroviral therapy among patients for 
whom therapy is currently recommended [20, 21]. Because 
these data do not account for indirect costs, such as lost wages 
for patients and caregivers, we speculate that the true economic 
benefit of increased CD4'' cell count status would likely be 
substantially greater. These data strongly validate the activity 
of federal program.s, such as ADAH in providing antiretroviral 
medications to patients who do not have prescription drug 
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insurance coverage. Yet, ADAP programs in many states con- 
tinue to experience budget shortfalls, and many patients are in 
jeopardy of not having access to needed medications [22, 23]. 

Despite the value of antiretroviral medications in increasing 
CD4* ceil counts and thereby decreasing costs, our data also 
highlight the large discrepancy between expenditures for med- 
ications and expenditures for other health care services. Most 
striking was the paucity of expenditures for clinic and physician 
services, representing ^2% of all expenditures regardless of 
CD4' cell count (range, $285-S533 per patient per year). This 
amount includes physician fees for inpatient as well as out- 
patient services, making the finding even more striking. As 
patient outcomes have improved, owing in large part to the 
proper use of antiretroviral therapy, the number of inpatients 
has declined, and the contribution of inpatient physician re- 
imbursement is only a fraction of physician reimbursement. 
Indeed, the inpatient physician component was mostly con- 
centrated among patients with CD4' cell count <50 cell/mL 
and contributed little to the overall expenditures. 

We utilized AWP to assign costs to medications. Because 
ADAP and most third-party payers receive substantial discounts 
below AWP to purchase medications, our findings likely over- 
estimate the actual contribution of medication expenditures to 
overall costs. We chose AWP for the final analysis because of 
the high degree of variability in the AWP discount, which varies 
widely trom state to state and program to program. However, 
even when such discounts are factored in. our conclusions do 
not change. For example, in our sensitivity analysis, discounting 
the AWP by 25% (a common discount for federal programs 
such as ADAP) reduced overall expeitditures, but medications 
still comprised 74% of overall costs. The sensitivity analyses 
addressed several other limitations of our study, including the 
absence of data on emergency room visits, potential missed 
visits outside of the UAB health .system, and substance abuse 
treatment visits. Indeed, when adjustments are made for these 
missing data elements, the overall findings of our study do not 
change substantially, indicating that our results arc robust. 

Finally, the findings in our study were derived from actual 
health care use activities and medication records at our clinic 
and hospital. The relative proportion of medication expendi- 
tures and total overall expenditures is remarkably similar to 
that found in previous studies conducted in the HAART era, 
which used estimates of health care use or models of expen- 
ditures, suggesting that our findings are likely to be general- 
izable [6, 8. 10, 13, \ 4 ]. 

In summary, the care of patients with HIV infection in the 
United States is associated with substantial expenditures that 
are driven predominantly by medication costs and are directly 
related to stage of disease, a.s determined by 004" cell count 
status. Owing to the impact of treatment on improving disease 
status, these expenditures are. paradoxically, both decreased by 


and driven by the use of antiretroviral medications. The degree 
of expenditures generated by clinic and physician fees is quite 
meager and is inadequate to cover the cost of care provision 
at most HIV climes in the United States, the majority of which 
are subsidized by federal and state dollars. The direct mea- 
surement of annual expenditures associated with delivery of 
HIV care has important implications for the continued support 
of these HIV programs and for the development of future health 
care policy in the United Siate.s. 
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Penalizing Success: Is Comprehensive HIV Care Sustainable? 

Kenneth H. Mayer and Sreekanth Chaguturu 

Infectious Disease Division, Miriam Hospital, Providence, Rhode Island 

(See the article by Chen et al. on pages XXX-XX) 


At the outset of the AIDS epidemic in the 
early 198()s, the initial contact of many 
patients with the health care system wa,s 
their hospitalization for life-threatening 
opportunistic infections, Death rates were 
unacceptably high, but so were the inor- 
dinate expenses for costly and recurrent 
inpatient stays, the need for frequently in- 
va.sive diagnostic procedure.^, and poly- 
pharmacy with expensive antimicrobial 
agents [1]. The advent of HAz\RT led to 
marked reductions in morbidity, mortal- 
ity, and inpatient hospitalizations for 
people living with HIV infection, but as 
people have lived longer, itew costs for 
optimal care have emerged (2, 3), HIV 
care has increa.singly become subspeciali- 
zed, necessitating a cadre of well-trained 
providers who understand the optimal 
combinations of the >20 antiretrovirals 
now available for treatment, their side ef- 
fects, and the complex interactions with 
the many other medications patients with 
HIV infection receive, ranging from cho- 
lesterol-lowering medications to antide- 
pressants. HIV care providers also need to 
be specialists in strategies to optimize 
medication adherence and deal with com- 
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mon concomitant issues like substance 
abuse, and they need to be trained in tech- 
niques to decrease sexual risk taking 14|. 

'I he study by Chen et ai. 15} of costs at 
the University of Alabama HIV clinic 
(published in this issue of Clhiical Infec- 
tious Distwt’s) demonstrates some good 
news and some worrisome findings about 
the current state of HIV clinical care one- 
quarter of a century after the initial rec- 
ognition of the epidemic. Chen and col- 
leagues were able to clearly show that 
expert clinical management leading to im- 
provements in patients’ CD4‘ cell counts 
is cost effective, with the annual costs of 
care for patients with CD4' cell counts 
<200 cells/ml. being $36,533 per patient 
and the annual costs of care for patients 
with CD4’ cell counts >350 celLs/mL being 
only $13,885 per patient. Both of these 
figures arc remarkable, compared with the 
“bad old days,” when annuaii/.ed costs of 
HIV care routinely e.xceeded S 100,000 per 
patient [I}. For the sicker patients, inpa- 
tient hospitalization costs were the major 
source of expenses, whereas the average 
annual cost of HAART (-$10,500) for pa- 
tients with higher CD4’ cell counts made 
up the bulk of their annual health care 
expenses. Because patents will expire for 
several antiretroviral drugs in the next few 
years (starting with zidovudine in thenc.xt 
year), the costs of many first-line regimens 
might be expected to decrease in the com- 
ing years, further accentuating the revo- 
lution in clinical care and attendant costs 
associated with HAART. On the other 


hand, as HIV-infected people live longer, 
some will need expen.sive new agents that 
target new .steps in the viral life cycle, such 
as entry and integration, and common co- 
morbid conditions may become clinically 
manifest (e.g,, chronic liver disease and 
dyslipidemias with attendant atherogenic 
complications), each new issue necessitat- 
ing increased costs to optimize patient 
quality of life and survival. So, the good 
news is that patient outcomes have im- 
proved along with a decrease in many 
patient care costs, but the future of con- 
tinued success is not clear, given new ex- 
penses associated with optimizing the 
management of HIV infection as a com- 
plex, chronic disease. 

.Another concern raised by Chen et al, 
I5j was the inadequate support for the 
clinical care of HlV-infectcd patients, with 
only $359 per year going to physician costs 
(~2% of the aggregate expenses for pro- 
viding care to the 635 patients they fol- 
lowed up in 2000-2001). Over the past 2 
decades, the paradigms for the ideal man- 
ner in which HIV care should be provided 
have been in flux, with some at the outset 
of the epidemic suggesting that all primary 
care medical providers should be able to 
manage HIV-infected patients, to decrease 
the stigma that has haimted the infection 
since its initial description in men who 
had sex with men and injection drug users. 
The cadre of the first Iront-linc lilV care 
providers included generalists whose prac- 
tices involved large numbers of men who 
had sex with men, physicians involved 
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with addiction medicine, and academic 
infectious disease specialists, hematolo- 
gists/oncoiogists, and immunologists. 
However, with the advent ofHAART (en- 
tailing the need to know how to combine 
>20 antiretroviral drugs) and the emergent 
complications of long-term infection, par- 
tial immunosuppression, and long-term 
medication exposure, evidence suggests 
that patient outcomes are best if care is 
provided by physicians who are highly ex- 
perienced in HIV care and/or have addi- 
tional training beyond a grounding in pri- 
mary care. 

The increased specialization of HIV care 
has led to the creation several national and 
international organizations of HIV-fo- 
cused health care providers. In recognition 
of the fact that there may be many paths 
to becoming an HIV specialist, the HIV 
Medicine Association (which operates un- 
der the aegis of the Infectious Disease So- 
ciety of America) includes members with 
a diverse array of training experiences, in- 
cluding pediatricians, obstecricians/gyne- 
cologists, and family medicine providers, 
as well as infectious disease and other spe- 
cialists [6j. The American Academy of 
HIV Medicine also serves a broad array of 
HIV care providers and offers a creden- 
tialing examination developed by leaders 
in the organization, enabling physicians 
and other health care providers to dem- 
onstrate their competence in HIV care [7], 
The HIV Medicine Association has felt 
that approaching credentialing through 
the more established route (i.e., havingthe 
American Board of Medical Specialties ap- 
prove the process for the development of 
an approved certification in HIV medicine 
by developing an examination overseen by 
an independent body) made the most 
sense. 

internationally, organizations like the 
International AIDS Society have helped to 
support the creation of national profes- 
sional organizations of HiV specialists that 
are grappling with similar issues regarding 
training and credentialing (8). Although 
the goal of the ambitious “3 by 5” initiative 
of the Joint United Nations Program on 


AIDS— Ho administer antiretroviral ther- 
apy to 3,000,000 people in the developing 
world by the end of 2005 — ^was not met, 
there are now >!,000,(KK) people in low- 
and moderate-income countries being 
treated with HAART [9]. The prospects 
for further scaling up access to antiret- 
roviral therapy and monitoring during the 
next few years are great, given the com- 
mitments of international donors through 
the Global Fund, as well as national ini- 
tiatives, like the US government’s Presi- 
dential Emergency Program for AIDS Re- 
lief. The increased availability of new 
resources for AIDS care creates an urgent 
necessity for enhancing professional train- 
ing opportunities across the globe. There 
is also a pressing need to develop tools for 
the ongoing assessment of workforce ca- 
pability and quaiity-of-care that address 
the challenges created by the diagnosis and 
management of increasing numbers of 
people living with a complex, chronic in- 
fectious disease that requires a panoply of 
antiretroviral and other medications. 

The development of HIV/AIDS care as 
a medical subspecialty has many ramifi- 
cations, including the need to support the 
training and career development of pro- 
fessionals who make a commitment to this 
vital clinical domain, Ironically, in the cur- 
rent era, the urgent need to support HIV 
care in the United States is in conflict with 
the tendency towards fiscal austerity in the 
health care sector, as one way to address 
a spiraling federal budget in the wake of 
the “war on terrorism” and natural dis- 
asters. There is a paradox developing that 
is well-illustrated by the interesting find- 
ings of the study by Chen ei al. I5l, that 
HIV-infected patients in the United States 
are faring better in the current care model 
then they fared earlier in this epidemic, 
and their health care is costing less and 
less. However, the actual amount of 
money being paid to their specialized HIV 
care provider is very small and is not 
commensurate with the increasing needs 
for specialized training. Moreover, because 
of the increasing US federal debt burden, 
the US Congress and the Bush adminis- 


tration are trying to squeeze vital pro- 
grams, such at the Ryan-White Act and 
the Medicaid program, which are the main 
sources of funding for the complex, mul- 
tidisciplinary care that HIV-infected pa- 
tients need. Cutting physician reimburse- 
ment seems like an easy target [10]. 

It is important for the readership of 
Clinical Infeciious Diseases to be as in- 
formed as possible about the latest polit- 
ical developments that could have an im- 
pact on HIV care, The reimbursement 
situation in many other industrialized 
nations is similar to that in the United 
States, in that governmental programs are 
increasingly scrutinizing budgets and at- 
tempting to hold down costs, with the 
possibility of compromising quality by not 
supporting the work force. This conun- 
drum may become worse in resource-con- 
strained environments, where the costs of 
generic antiretroviral medications and the 
necessary clinical monitoring will exceed 
the average annual per capita expenditures 
on health care. This may make policy 
makers think that one area in which they 
can control costs will be to limit training, 
provider reimbursement, and ongoing 
quality-of-care surveillance. This would be 
penny-wise and pound-foolish. So much 
has been accomplished in the past quarter 
of a century that guarantees opportunities 
for a fine life for HIV-infected people. It 
would be a shame to have the boulder roll 
back down the hill in a Sisyphean manner 
because of the lack of resolve by govern- 
mental authorities and international aid 
agencies to adequately support the in- 
creasingly sophisticated health care needs 
of a highly vulnerable patient population. 
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TOM A. COBURN. M.D. 

2d OtSTfucT. Oklahoma 
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Washington. DC 20515 
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rep.coburn@mail.housa.gov 
COMMITTEE ON COMIi«RC£ 
subcommittees; 

OveaSIGHT AND INVESTIGATIONS 
Health and Envibonment 
Enebqy and Poweb 


Congress of ttjc Simtcti States 

j|ouse of iReprcsentatibes 
Mastiington. 20513-3602 
April 14, 1997 


215 State Stbeet. Sutte 815 
Muskogee, OK 74401 
<3181 687-2633 
1318) 682-8503 (Fax) 

120 S, Missoum, Room 10S 
ClarEmore. ok 74017 
(918) 341-9236 
018) 341-9437 (FaxI 
34 "A" Street n.E, Room 202 
Miami, OK 743S4 
1918) 542-5337 
(918) 542-5367 (Fax) 


Honorable Donna E. Shalaia 
Department of Health and Human Service 
200 Independence Avenue, S.W. 

Washington, DC 20201 

Dear Secretary Shalaia, 

As you know, the Ryan White CARE Amendments of 1996 signed into law last year 
required that “a good faith effort be made to notiiy a spouse of a known HIV-infected patient" by 
a State as a condition of receiving grants under Part B of Title XXVI of the Public Health Service 
Act. 


I would like to know precisely what passes as a “good faith effort", when will this policy 
go into effect, which States have already enacted spousal notification and who is responsible for 
notification. 

Thank you for your attention to this matter. I look forward to your prompt reply. 



TAC:rf 


PffiMTCDCN RECYCIEO PAPER 



162 


TOM A. COBURN, M.D. 

2d DiSTHiCT, Oklahoma 
429 Cannon House Office Building 
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Congress of rt)c ®niteti States 

J^ousfe at mepresentatibes 

Wasljmaton, ©£ 20515-3602 
July 22, 1997 


215 State Street, Suite 815 
Muskogee, OK 74401 
(918)687-2533 
(918) 682-8503 (Fax) 

120 S. Missouri, Boom 105 
ClAREMORE, OK 74017 
(918) 341-9336 
1918) 341-9437 (Fax) 

34 “A” Streft N,£„ Room 202 
Miami, OK 743S4 
(918) 542-5337 
(918) 542-^367 (Fax) 


Honorable Donna E. Shaiala 
Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, DC 20201 


Dear Secretary Shaiala, 


I wrote to you on April 14, 1997 regarding the status of the federal spousal notification 
requirements for HIV infection and have not yet received a response. 


As you know, the Ryan White CARE Amendments of 1996 signed into law last year 
required that “a good faith effort be made to notify a spouse of a known HIV-infected patient” by 
a State as a condition of receiving grants under Part B of Title XXVI of the Public Health Service 
Act. 


I would like to know precisely what passes as a “good faith effort", when will this policy 
go into effect, which States have already enacted spousal notification and who is responsible for 
notification. 


Thank you for your prompt attention to this matter. I look forward to a timely reply. 

Sincerely, 


X * w- - - 
^ Tom A. Cobum, MD 



Member of Congress 
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The Honorable Donna E. Shalala 
Secretary 

Department of Health and Human Services 
200 Independence Ave., S.W. 

Washington, D.C. 20201 


Dear Secretary Shalala; 

Congressman Cobum wrote to you on April 14, 1997, regarding the status of the federal 
notification requirements for spouses of HTV-infected individuals. In his letter. Congressman 
Cobum asked you several questions, including what passes as a “good faith effort,” when this policy 
will go into effect, which States already have enacted spousal notification requirements and who 
is responsible for notification, On April 21, 1997, you sent a note to Congressman Cobum 
confirming that you had received his letter and that you would be responding “as quickly as 
possible.” However, no response has yet been received. A subsequent letter from Congressman 
Cobum requesting the same information was sent to your attention on July 22, 1 997. This time there 
was no reply. Therefore, we are writing to you to follow-up on Congressman Cobum’s previous 
letters and to request certain information and documents. 

As you know, on May 20, 1996, President Clinton signed Public Law 104-146, the Ryan 
White CARE Act Amendments of 1996. Under this legislation, in order to be eligible to receive 
federal funds. States are required to take “administrative or legislative action to require that a good 
faith effort be made to notify a spouse of a known HIV-infected patient that such spouse may have 
been exposed to the human immunodeficiency vims and should seek testing.” 

We are very troubled by the Department’s lack of attention and timely reply to Congressman 
Cobum’s initial request which was made more than eight months ago. Additionally, the Committee 
is interested to learn about the manner in which the “good faith effort” requirement of this law is 
being implemented by the States and your Department, Accordingly, pursuant to Rules X and XI 
of the U.S. House of Representatives, please provide the following information and documents by 
January 7, 1998; 
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1. Please explain why the Department has failed to respond in a timely manner to 
Congressman Cobum’s requests. 

2. Please provide all records related to the consideration, review and development of 
a response to Congressman Cobum’s requests. 

3. Please provide all records relating to the Department’s development of the criteria 
of practices that constitute a “good faith effort.” 

a) Please explain in detail what constitutes a “good faith effort.” 

b) Please explain in detail what constitutes a “good faith effort” of notification 
in situations where a. State has a reasonable belief that an HIV-infected 
person does not intend to notify his or her spouse or former spouse of 
possible exposure to HIV. More specifically, in these situations, who will be 
responsible for spousal notification? 

4. Please provide copies of all communications, including but not limited to letters, 
memoranda, notes and e-mails, between the Department and the States with respect 
to the “good faith effort” requirement. 

5. InaMarch 1997 Center for Disease Control newsletter article entitled “CDC, HRSA 
Work to Implement CARE Act Provision," it states that, in December 1996, CDC 
“mailed to each State information packets that included a certification form for the 
appropriate State health official to sign and return to CDC no later than February 1,” 
and “States were asked to include a brief summary of the administrative or legislative 
actions they have taken, along with plans for additional actions in the futiure, for 
requiring or ensuring that a ‘good faith effort’ is made to notify spouses of known 
HIV-infected individualsof their exposure and to refer them for testing.” According 
to the article, a State’s summary would be reviewed by “CDC and the Health 
Resources and Services Administration (HRSA) on a state-by-state basis to 
determine compliance with the statute and/or the need for technical or other 
assistance in gaining compliance.” Accordingly, please provide the following 
information: 

a) a copy of each State’s completed certification form and “summary” provided 
to CDC and HRSA and the date it was originally submitted; 

b) whether each State’s summary was determined to be in compliance with the 
statute as submitted and the date the Department made that determination; 
and 
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c) if a State’s proposal was found to be not in compliance as submitted, please 

explain in detail the deficiencies. If a State took subsequent steps to gain 
approval, please explain in detail the steps taken. Please provide a copy of 
all correspondence (letters, memoranda, notes and e-mail) between the 
Department and individual States related to the States’ efforts to gain 
compliance. 

For purposes of responding to this request, the term "records," "relating," and "relate" should 
be interpreted in accordance with the Attachment to this letter. 

If you have any questions, please contact Mr. Mark Paoletta, Chief Counsel for oversight and 
investigations, at (202) 225-2927. We appreciate your cooperation in this matter. 


Sincerely, 



Chairman Member of Congress 


oc: The Honorable John D. Dingell. Ranking Member 

The Honorable Joe Barton, Chairman 
Subcommittee on Oversight and Investigations 
The Honorable Ron Klink, Ranking Member 
Subcommittee on Oversight and Investigations 
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ATTACHMENT 

For the purposes of this request, the word “records” shall include but shall not be limited 
to any and all originals and identical copies of any item whether written, typed, printed, recorded, 
transcribed, punched, taped, filmed, graphically portrayed, video or audio taped, however 
produced or reproduced, and includes but is not limited to any writing, reproduction, 
transcription, photograph, or video or audio recording, produced or stored in any fashion, 
including any and all computer entries, memoranda, diaries, telephone logs, telephone message 
slips, tapes, notes, talking points, letters, journal entries, reports, studies, drawings, calendars, 
manuals, press releases, opinions, documents, analyses, messages, summaries, bulletins, e-mail, 
disks, briefing materials and notes, cover sheets or routing cover sheets or any other machine 
readable material of any sort whether prepared by current or former employees, agents, 
consultants or by any non-employee without limitation. “Records” shall also include redacted and 
unredacted versions of the same record. For purposes of this request, the terms “relating” or 
“relate” as to any given subject means anything that constimtes, contains, embodies, identifies, 
deals with, or is in any manner whatsoever pertinent to that subject, including but not limited to 
records concerning the preparation of other records. 
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THE SECRETARY OF HEALTH AND HUMAN SERVICES 

WASHINGTON. D.C. 20201 

JAN 26 1998 


The Honorable Tom A. Coburn, M.D. 

House of Representatives 
Washington, D.C. 20515-3602 

Dear Dr. Coburn: 

This is in response to your letters regarding implementation of 
the spousal notification provisions of the Ryan White CARE Act 
Amendments of 1996. The Health Resources and Services 
Administration (HRSA) and the Centers for Disease Control and 
Prevention (CDC) jointly coordinated the implementation of these 
provisions that went into effect April 1, 1997. I apologize for 
the lateness of this response. 

In response to your inquiries, enclosed is a summary of relevant 
CDC policies and activities entitled Additional Information 
Regarding Implementation of Spousal Notification Provisions of 
the Ryan White Care Act Amendments of 1996. Also enclosed is a 
Guide to Public Health Practice; HIV Partner Notification 
Strategies (Association of State and Territorial Health 
Officials, et al. , 1988). Additional materials requested in your 
December 19, 1997 letter cosigned by Congressman Bliley will be 
forwarded shortly. I hope this information is helpful. 



Enclosures 
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MDITIONAL INFORMATION REGARDING IMPLEMENTATION 
OP SPOUSAL NOTIFICATION PROVISIONS OP THE 
RYAN WHITE CARE ACT AMENDMENTS OP 1996 

PREPARED BY 

THE CENTERS FOR DISEASE CONTROL AND PREVENTION (CDC) 


The Centers for Disease Control and Prevention (CDC) and the 
Health Resources and Services Administration (HRSA) began working 
on implementation of the spousal notification provisions of the 
Ryan White Care Act Amendments of 1996 shortly after Congress 
reauthorized the Act. In the fall of 1996, CDC and HRSA began 
soliciting input from a broad group of State representatives and 
constituents. This part of the collaborative process was 
completed by February 1, 1997. pDC was also responsible for 
obtaining, by February 1, States certifications of their 
administrative or legislative plans to require a good-faith 
effort to ensure that spouses of known HIV- infected individuals 
are notified of their possible exposure to HIV an(l referred for 
testing. In this regard, CDC reviewed the States plans to 
determine compliance with the statute and need for technical 
assistance that States may have regarding spousal notification. 

CDC and HRSA agreed that appropriate State healtj;! agency 
officials should have the authority to define a good-faith 
effort for their jurisdictions. Examples of program principles 
and practices that CDC believes would minimally constitute a 
good-faith effort regarding HIV spousal notification were 
developed by CDC and HRSA in consultation with health department 
and community representatives and were provided to the States in 
their certification packages. These included the following: 

* For individuals reported to the State on or after April 1, 

1997, as being diagnosed with AIDS (or HIV infection in States 
requiring HIV-infeotion reporting by law or regulation) , if 
not already determined by the reporting health care provider, 
each such individual shall be: 

— asked if he pr she has, or has had, a spouse (defined by 
this law as any individual who is the marriage partner of 
an HIV-infected patient or who has been the marriage 
partner of that patient at any time within, the 10-year 
period prior to diagnosis of HIV infection ) ; 

— informed that he or she should notify his or her spouse, 
or former spouse (s), of the potential exposure to HIV. 

Reasonable efforts must be made to determine if each HIV- 
infected individual intends to notify his or her spouse of 
their possible exposure to HIV or agrees to have a qualified 
health care provider notify them. In situations where the 
HIV-infected individual reports that he or she intends to 
notify the spouse, culturally competent counseling and 
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educational services on the following issues should be 

available: 

— how to make the notification; 

— how to preserve confidentiality of both the individual and 
the spouse; 

— how HIV infection and transmission can be prevented; 

— how the spouse can access testing, other prevention 
services, and treatment. 

If the HIV-infected individual is unable or unwilling to notify 
his or her spouse, culturally competent services should be 
available from the provider or the health department to do so. 
Unless covered by existing law, policy, or regulation. States 
should develop policies that address situations involving HIV- 
infected individuals who do not plan to notify their spouses and 
who refuse health department assistance. In developing these 
laws, policies, or regulations. States should consider guidance 
contained in the Guide to Public Health Practice; HIV Partner 
Notification Strategies (Association of State and Territorial 
Health Officials, et ai . , 1988). 

Reasonable procedures to ensure that notified spouses receive 
referrals for HIV testing, other prevention services, and 
treatment should be implemented. 

Health departments that (1) document spousal notification 
policies and practices of public and private health care 
providers who report AIDS or HIV that meet State requirements or 
(2) establish agreements with them for this purpose need not 
directly contact every HIV-infected individual reported by such 
providers for purposes of spousal notification. 

As of February 1, 1997, CDC and HRSA had determined that all 
50 States were essentially in compliance with Public Law 104-146. 
Most States cited existing laws or regulations that they use to 
enable notification of sex or drug-using partners of HIV-infected 
persons. Sixteen States and Territories indicated they intended 
to introduce or change (or provided an example of) a rule, 
statute, or law to improve compliance with the Public Law. 
Fifty-one States and Territories indicated changes in 
administrative procedures, including changes to policy and 
procedures manuals, that would be conveyed to health department 
and contracting clinic staff. In addition, 44 States and 
Territories indicated they will encourage private medical 
providers (even though the law applies only to federally funded 
entities) to adopt the spousal notification guidelines within 
their nongovernment-supported practices. Most of these providers 
indicated that they would do this through periodic newsletters. 


3 
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Dear Colleague letters, professional society membership 
letters, or similar communications. 

Currently, all States that receive CDC funds for HIV/AIDS 
prevention activities are required to establish standards and 
implement procedures, in addition to the spousal notification 
requirements, for confidential, voluntary notification of sex and 
needle-sharing partners of HIV- infected persons. CDC considers 
partner notification to be a primary prevention service with the 
following objectives: 

• 

To provide prevention information to persons, if not already 
Infected, who may be at very high risk of becoming HIV 
infected but are unaware of or misunderstand their risks; 

* To assist these individuals in obtaining other services such 
as HIV counseling, testing, referral, and additional HIV 
prevention counseling; 

• 

To provide access to partners who are already infected to 
secondary HIV prevention services that can improve their 
health and quality of life. 

CDC recommends that States provide partner notification services 
in both anonymous and confidential testing sites. CDC further 
recommends that States provide either partner notification 
services or the necessary training to conduct these services for 
physicians or hospitals who provide HIV counseling and testing. 

In late 1996, CDC began a process to review and update its 
general guidance on HIV prevention partner notification, 
including additional guidance relevant to spousal notification. 
CDC is collaborating with St^te and local health departments, 
HRSA, the National Governors Association, and representatives of 
affected communities in this endeavor and plans to issue revised 
guidance in mid-1998. 


4 
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Current Law: 


Reg. Change: 


Rev. Protoc: 

Training: 

"Jawbone": 


Many States and Territories cited existing laws or regulations that they use to 
enable notification sex or drug contacts. In only a few situations was the term 
"spouse" used or referenced. Presumably, more States do have laws, rules or 
regulations that permit such health department follow up of sexual or injection 
sharing drug contacts, however, the correspondence does not mention them. 

While no State had actually passed legislation by the February 1, 1997 deadline, 
1 7 had indications that they had (with text example provided) that they intended 
to introduce or change a Rule, Statue or law to better comply with P.L. 104-146. 

42 States/Territories indicated changes in protocols that are to be followed in 
fimded sites and contracted health care providers. 

5! States/Terriotries indicated changes in training procedures and manuals used. 
This includes changes to policy/procedure manuals. 

45 States and Territories will encourage private medical providers to adopt the 
spousal notification guidelines with their non-government supported practices. 
Most indicated that they would use periodic newsletters. Dear Colleague letters, 
mailings to professional society members, etc. 
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TOM A. COBURN, M.D. 

2d DiSTBicT. Oklahoma 

COMMrmE ON CC»AMERCE 

SUaCOMMITTSES; 

TEUCOMMUNlCATiONS AND FINANCE 
Health and Environment 
Energv and Power 

COMMtmE ON SCIENCE 

Energy and Environment 


Congrtgg of tije ®[nitefi States 

i^ouSE of l^eprescntatities 

®3aaSiimgton, BC 20515-3602 
March 6. 1998 


Honorable Donna E. Shalala 
Secretary of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, DC 20201 


215 State Street, Sui're 815 
Muskogee. OK 7<M01 

□ (918) 637-2533 
19181 682-8503 (Fax) 

120 S. Missouri. Boom IDS 
Claremohe. ok 74017 

□ (9181 341-9338 
(918) 341-9437 (Fax) 

34 "A' Street N.E., Room 202 
Miami, OK 74354 

□ (918) 542-5337 
(918) 542-5387 (Fax) 


Dear Secretary Shalala, 

Thank you for your February 2”^ response to my letter regarding the status of the Federal 
notification requirements for spouses of HIV-infected individuals co-signed by Chairman 
Thomas Bliley, Jr. 


As you know, the Ryan White CARE Amendments of 1 996 required that “a good faith 
effort be made to notify a spouse of a known HIV-infected patient" by a State as a condition of 
receiving grants under Part B of Title XXVI of the Public Health Service Act. The information 
which you have provided indicates that every state has complied with this requirement. 

However, I recently read in the January 25* edition of the New York Times that New 
York state’s “existing policy prohibits caseworkers from notifying any sex partner, including 
spouses, without the voluntary consent of the HIV-positive person." Furthermore, it stated that 
“a Health Department spokesman, Fred Winters, said the spouse policy was ‘under review.”’ (I 
have enclosed the article with these passages highlighted.) 

If this is indeed the case and New York state has not yet enacted a spousal notification 
program, how is it that the state was certified to receive Ryan White CARE grants? Furthermore, 
how do we know that other states which have been certified as complying are actually fulfilling 
this and other Federal conditions necessary to be eligible for such grants? 

Thank you for your attention to this matter. I look forward to hearing from you shortly. 


Sincerely y^urs, 



Member of Congress 


cc: Honorable Thomas J. Bliley, Jr. 

Chainnan, Committee on Commerce 

Enclosure 


429 Cannon House Office 8u(1.0((wg, 
Wash(N(3ton. DC 20515 
(2021 225-2701 Fax; (202) 225-3033 


pR»rreD on fccycleo paper 


E-mail; rep.cobum@ma(l. house.gov 
Web site; www.house.gov/cobum 
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Breaking the H.I. Y Chain 


Counselors Battle the Spread of Infection — and Despair 



People who may have been exposed to a sexually transmitted disease are counseled in Jamaica. Queens, by workers at one of 10 city clinics. 


By JIM Y.AROLEY 

Yasmin Ramos delivers the knock on the 
door that no one wants to answer. She is a 
senior public health adviser for New York 
City, a petite woman six months' pregnant 
whose Job Includes untangling the web of sexu- 
al partners that begins with a single case of 

H. I.V. 

Once, as she searched for a woman exposed 
to K.I.V., the virus that causes AIDS, Ms. 
Ramos unwittingly stumbled into a brothel. 
When she visits certain public housing 
prelects, she raps on the door and Jumps to the 
side, wary of gunshots. Often, she needs only to 
pick up the phone and call people from the 
clinic where she works In Jamaica, Queens. 

There, in a nondescript building, more than 

I, 200 people a month arrive in an unceasing 
current. Like the homeless man who hoped to 
rest positive for H.l.v, to qualify for welfare 
benefits. Or the middle-age man who tested 
positive but has refused to allow his two preg- 
noni girlfriends to be notified. Or the young 
couple who canceled their wedding after they 
learned he was positive but she was not. 

"I's'e run the gamut." said Una Byfleld, one 
of the supervisors at the Jamaica clinic, "from 
anger to frustration to sadness." 

Ms. Ramos and Ms. Byfield are New York 
City's foot soldiers in figniing the spread of 
H.I.V, They counsel people who test positive 
and seek to notify their sex partners, a process 
known as contact tracing or partner notifica- 
tion. Diough contact tracing is a common 
public health strategy for fighting .sexually 
transmitted disease, it is a contentious prac- 
tice when applied to H.I.V., because of the 
stigma attached to the virus. 


Even volumary tr.icmg. some critics (ear. 
threatens a patient’s confideniiality and pri- 
vacy. But supporters say tracing offers ihe 
best way to protect the rights of petipie un- 
knowingly expo-sed to the disease. 

Inside ihe Jamaica clinic. Ms. Byfield anti 
her colleagues consider their work vital to liic 
public health, pariiciiiarly as new ircatments 

Following the public 
health officials 
whose job is delivering 
bad news. 


for AiD-S arc becoming available. H.I.V.. Ms. 
Syfield said, "dees not equal death anymore; 
It means living their life differently, starting 
today ” 

"My feefing is ih.ai everyone can be helped." 
she said. "That’s what my whoie life is cen- 
tered around 1 believe I'm helping people." 

Last November, the case of an H.l.V.-posl- 
iive drifter, Niishawn J. Williams, focused 
public aueniion on contact tracing after public 
health officials upstate and in New York City 
linked him to at ieast 10 young women infected 
by the disease. But lust as the identity and 
H.I.V, status of anyone who walks into the 
Jamaica clinic is protected by strict confiden- 
tiality laws, so. too, has the work of contact 


tracers remained largely concealed from 
view. 

Breaking with its usual policy, however, the 
city's Health Department recently allowed a 
reporter :.o interview employees of the Bureau 
of Sexually Transmitted Disease Control, in- 
cluding four people from the .Jamaica clinic, 
one of 10 oper.ncd by the city. Employees 
could neither identify anyone infected wiih 
H.I.V. nor discuss cases except In broad detail. 
Initial interview sessions were monitored by 
supervisors. 

Earlier this month, the same issues of cenfi- 
deotiality and privacy that cloak contact trac- 
ing erupted in a different context. The Gay 
Men's Health Crisis, the nation's largest AIDS 
service organization, reversed itself and 
called on New York doctors to report H.I.V,- 
positive people to the state as a means of 
better measuring the extent of the epidemic. 
Later, after an uproar from some other AIDS 
organizations, (he group clarified its positions, 
saying it supported reporting only by coded 
identifiers, not by name. 

Ac the Jamaica clinic, ic is Ms. Ramos and 
Jeffrey King, another senior public health 
adviser, who handle any outside partner notifi- 
cation calls. Sometimes, Ms. Ramos said, the 
door is slammed in her face : sometimes she is 
invited inside for coffee. 

Mr King says he has been chased uver 
fences by pit bulls. He has paid calls on crack 
addicts in Queens and. less frequently, on Wall 
Street traders. He gives both the same direct 
buc deliberately vague message: You have 
come in contact wttfi someone infected with a 
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Continued From Page 27 


sexually transmuted disease. You 
should come to the clinic to be tested. 
Only at the clinic is H.I.V. discussed. 

The Toughest Part: 
Breaking the News 

The most difficult aspect of the job 
is the most personal — breaking the 
news to someone who has tested posi- 
tive. Ms. Byfieid estimates she has 
delivered the bad news to more than 
300 people in the last eight years. She 
prays in the mornings and she phays 
in the eveninp. ‘T ask the Lord to 
guide me as to what to say,” she said. 

Mr. King guesses he has told at 
least 100 people. Yvan Pompilus. an- 
other supervisor, cannot remember 
an exact total, though the number la 
high. Ms. Ramos recalls each of the 
five people she has told, particularly 
the first. He was a husband whose 
wife had already tested negative. 
"She tried to get in the room.” she 
recalled. "But we blocked it She kept 
rapping. When we opened the door, 
she dropped to her knees and said, 
'Tell me, tell me. tell me!* f couldn’t 
stand it. It was horrible." 

To better explain contact tracing, 
the employees told of a woman who 
recently came into the Jamaica clin- 
ic at the suggestion of a partner who 
had tested positive for gonorrhea. 
Indeed, a large majority of people 
who visit the clinic do so to be tested 
for a sexually transmitted disease 
other than H.I.V. Of the 1,200 or so 
clients a month, about 320 people 
agree to take an H.I.V. blood test, of 
whom only 5 or 6 test positive. 

Most of the patients at the Ja- 
maica clinic are heterosexual, and 
many are single mothers with lim- 
ited incomes. Where five years ago 
clinic workers said they regularly 
saw intravenous drug users, today 
they are more likely to see a crack 
addict who has traded sex for drugs. 

There are two ways a person can 
be tested, anonymously or confiden- 
tially. Anonymous testing means 
that no name or medical record is 
associated with the test. The staff 
said some people have identified 
themselves as Donald Duck or John 
Wayne or Rock Hudson. Some people 
come for anonymous tests because 
they do not want any record of H.I.V. 
on their insurance records. .Most pa- 
tients, however, are tested confiden- 
tially. which means their names and 
medical records remain secret. 


In the case of the woman seeking 
the gonorrhea test, Ms. Ramos sug- 
gested that she also take the HJ.v. 
test’ When she rtsisted, Ms. Ramos 
explained the ciwifidentiality laws. 
Though she was concerned that her 
daughter and grandchildren might 
shun her. the woman agreed to take 
the lest confidentially. When she re- 
turned for the results about a week 
later, she learned she was positive. 

What unfolded during counseling 
sessions over two weeks was a grad- 
ual process of persuasion intended 
not only to refer the woman for medi- 
cal help but also to learn the names 
of her sex partners. The Jamaica 
staff learned about the man who had 
suggested the gonorrhea test. He was 
an old lover who had resurfaced 
briefly in her life. 

The woman agreed to notify him 
within three days of her H.I.V. status 
and bring him in for testing. But the 
man never appeared, and the staff 
re-interviewed the woman. Eventu- 
ally, she turned over his beeper num- 
ber. Ms. Byfield contacted him. and 
he came to the clinic within two 
weeks. He tested negative. 

The woman also resisted disclos- 
ing the identity of her current part- 
ner. Often, the Jamaica caseworkers 
say, this hesitanon is simply the per- 
son's fear that the partner will aban- 
don him or her. Eventually, after 
several meetings, the woman ac- 
knowledged a past addiction to crack 
and agreed to bring m her current 
partner. He was tested the next day. 
He. too. was negative. 

While the woman’s case illustrates 
the perseverance often needed to de- 
termine a perswi’s sexual contacts, 
it also reveals inevitable limitations: 
because both men tested negative, 
the source of the woman’s infection 
has not been discovered. It could 
have been drug-related or another 
se.x partner. And the woman has so 
far resisted treatment programs. 
"The last lime we spoke with her. 
she was still in denial." Ms. Byfleld 
said. "She would not budge, ^me- 
times we aren't able to solve all the 
problems." 


When the Infected 
Won’t Tell Spouse 

Though the staff pitied this wom- 
an. there are cases that deeply frus- 
trate them. Mr, King said he has seen 
occasional cases in which H.I.V.-posi- 
tive patients refuse to notify their 
spouses. (Existing policy prohibits 
caseworkers from notifying any sex 
partner, including spouses, without 
the voluntary consent of the H.l.V - 
positive perstm. A Health Depart- 
ment spokesman. Fred Winters, said 
the spouse policy was "under re- 
view.”) 

Ms. Byfield told of a man who 
repeatedly returned to the clinic for 
different diseases. He consistently 
ignored efforts at counseling until he 
finally contracted H.I.V.. she said. 
Still, Ms. Byfieid said the man re- 
fused to tell his partner. "And he 
wanted to have a baby with her." she 
said. "He ihtHight if he told her, she 
would leave him. I felt anger toward 
him." 


There are also cases that amaze 
even the staff. Mr. Pompilus recalled 
the homeless man who believed a 
positive H.I.V. lest represented his 
best chance of collecting welfare 
benefits. He said he had seen four or 
five such cases over the years. Mr. 
King said he knew of cases in which 
an anguished spouse who tests nega- 
tive will intentionally engage in un- 
protected sex with his or her H.I.V.- 
positive partner. "How can you 
make someone practice safe sex who 
i^ants to be positive?” Mr. King 
asked. 

Councilman Tliomas Duane said 
he regarded the city's disease con- 
trol vrorkers as models of profession- 
alism. But Mr. Duane nonetheless is 
a critic of partner notification. He 
warns against the potential for unin- 
tended consequences, such as inad- 
vertently outing homosexuals or en- 
dangering women. 

“If a woman is living in a domestic 
violence situation, and they then tell 
her spouse or partner that she is 
positive, that places her at even 
greater risk," Mr. Duane said. 

Mandatory Notification 
Is Other Side of Debate 

On the other side of the debate are 
those who advocate a mandatory 
partner-notification system. But 
AIDS activists and city health offi- 
cials say that notification must re- 
main voluntary or people might re- 
gard the system as coercive and 
refuse to be tested. 

"That would be the end of testing 
as we know it,” said Steve Rubin, the 
bureau’s deputy director. "What are 
we going to do if you don't tell us? We 
shoot you?" 

The poilcicai debate seems far re- 
moved from the Jamaica clinic, 
where the concern Is meeting the 
needs of the daily wave of new peo- 
ple. Of the four Jamaica employees 
interviewed, only Ms. Byfleld had 
planned on a career in counseling. 
She received a master's degree in 
counseling education from New York 
University, began working for the 
bureau in 1980 and started counsel- 
ing H.I.V. cases in the late i980's. 

The others took far less obvious 
routes to the clinic: Mr. Pompilus. a 
theater and music major at Brooklyn 
College, had worked in real estate; 
Mr. King, a saxophone player with 
his own quartet, stumbled into the 
job because he needed e.xtra money 
to supplement his income. 

Ms. Ramos, who started as a 
clerical aide a decade ago. had 
served in the United States Army 
Reserve. 

Her husband is a lawyer, and his 
friends are often stunned when they 
learn about Ms. Ramos’s job, 

"You do what?" people ask Ms. 
Ramos, who is still a sergeant the 
Army Reserve, 

All four workers described the sat- 
isfactions of the job as the moment 
when they are able to help people. 
Ms. Byfield, for example, has fol- 
lowed one man for U years. He 
comes into the clinic for checkups 
related to a disease other than H.I.V. 
and refuses to see anyone except her. 
This is why Mr. Rubin describes the 
job this way: "We try to make the 
world safe for sex." 
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June 2, 1998 


215 State Street, Suite 815 
Muskogee. OK 74401 
O (9181 687-2533 

(918) 682-8503 (Fax! 

120 S. Missouri, Room iqs 
Claremose.OK 74017 

□ 19181341-3338 
(9181 341-9437 (Fax) 

34 -A' Street N.E.. Room 202 
Miami, OK 74354 

□ (918)542-5337 
(9181 542-5367 (Fax) 


Honorable Donna E. Shalala 
Secretary 

Department of Health and Human Services 
200 Independence Avenue, S.W. 

Washington, DC 20201 

Dear Secretary Shalala, 

I wrote to you on March 6, 1998 regarding the compliance of states with the notification 
requirements for spouses of HIV-infected individuals as provided by the Ryan White CARE Act 
Amendments of 1 996. 

In my letter, I included an article from the January 25* edition of the New York Times 
which stated New York’s "existing policy prohibits caseworkers from notifying any sex partner, 
including spouses, without the voluntary consent of the HIV-positive person.” I was dismayed to 
read in today’s New York Times that "New Jersey’s system of notifying partners is voluntary. 
Spouses or other partners of infected people are not notified without the consent of the infected 
person." I have enclosed the complete article with this section highlighted for your reference. 

If these reports are true, both New York and New Jersey have failed to comply with the 
federal requirements and the Department of Health and Human Services has neglected to enforce 
the law. I would, therefore, inquire again if this is indeed the case and both New York and New 
Jersey have not yet enacted spousal notification programs, how is it that these states were 
certified to receive Ryan White CARE grants? Furthermore, how do we know that other states 
which have been certified as complying are actually fulfilling this and other conditions necessary 
to be eligible for Federal grants? 

If you have any questions, please contact me or Roland Foster of my staff at (202) 225- 
2701 . Thank you for your cooperation with this matter. I look forward to a timely response. 


cc: Thomas J. Bliley, Jr. 

Chairman, House Committee on Commerce 



429 Canncn House Office Building, 

Washington. DC 20515 E-mai!: rep.cofaurn@mail.house. 90 v 

(202)225-2701 Fax:(202)225-3038 PBEWEDCWBecYO^PAPER Web site: www.house.gov/cofaurn 
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Continued From Page Al 


New Jersey’s H.L V. List: 
Valuable, and Still Secret 


By LYNDA RICHARDSON 

TRENTON - Inside a small 
locked room at the New Jersey 
Depanment of Health, a chain- 
link fence soars to the ceiling, 
encircling two chairs, a backup 
computer and a towering main 
computer. It is called the cage. 

Padlocked shut, cloaked in pri- 
vacy, the tall computer holds the 
names and addresses of 13,205 
New Jersey residents who are 
infected with the virus that 

causes AIDS. 

While every state has long 
maintained lists of people who 
have AIDS, New Jersey in late 
1991 became the state with the 
most AIDS cases to take the next 
step and establish a register of 
people who are not necessarily ill. 
but who have the virus: 

New York and California, the 
states with the highest number of 
aids cases, are now in the middle 
of heated debates over the issue, a 
debate that often phs public 
health goals against worries 
about confidentiality. 

Many debates about AIDS is- 
sues happen at a fever pitch 
across the country, and the posi- 
tions are often divisive and en- 
trenched. In New Jersey, the rela- 
tionship between -.advocacy 
groups and the government has 
been less strained. Bui ihe six 
years New Jersey has kept a list 
of H.I.V, cases hold a valuable 


TAKING NAMES 

A special report. 


lesson for other states: there 
have been no breaches of confi- 
dentiality; other perils that crit- 
ics warn about have not come to 
pass, and the benefits have been 
abundant. 

Public health officials say that 
New Jersey offers a textbook 
case of the value of registers of 
people with the AIDS virus. State 
officials used the register, for ex- 
ample, to quickly identify older 
people and young women as 
groups that needed special pre- 
vention and medical programs. 

Health officials elsewhere call 
the lists very useful. “We would 
be able to do things earlier if we 
had H.I.V. reporting,” said Dr. 
Richard Sun, chief of the H.I.V.- 
AIDS epidemiology branch of the 
California Department of Health. 

“AIDS reporting reflects infec- 
tions chat happened perhaps 10 
years ago.” he said, adding that it 
would be difficult to make plans 
for H.I.V. prevention and care 
past the year 2000 with only AIDS 
data, and not H.I.V. statistics also. 

Even in New Jersey, H.I.V. re- 
porting has weaknesses. Although 
the list provides a fuller snapshot 


Continued on Page A2I 


of where the virus is than the list of 
AIDS cases, the officials say they 
estimate that at least 20,000 
positive people have not come for- 
ward to be tested. State officials say 
this is because many people are not 
aware they may be at risk of infec- 
tion, not because of fear about H.I.V. 
reporting. In fact, officials noted that 
if fear were a factor, the number of 
New Jerseyans going to be tested in 
New York and Pennsylvania, neigh- 
boring states where reporting is not 
mandated, would have risen. That 
number actually declined, according 
to government reports that track the 
states of residence. 

Some suJvQcates do say the system 
can lead to increased pressure, even 
intimidation, on clinics and counsel- 
ors to get the names of sexual and 
needle-sharing contacts. But that 
criticism is not widespread. 

That is in part because New Jer- 
sey has no powerhouse advocacy 
groups like the Gay Men’s Health 
Crisis in New York. The AIDS serv- 
ice organizations are smaller and 
scattered throughout the state. Many 
groups say they are hard pressed to 
fully evaluate H.I.V. - reporting. 
“There aren't very many of us," said 
Riki E. Jacobs, the executive direc- 
tor of the Hyacinth AIDS Foundation 
in New Brunswick, the state's larg- 
est AIDS service agency. “That 
makes it difficult." 

Many advocates for people with 
AIDS are vehemently opposed to 
name reponing, arguing that confi- 
dentiality concerns are far too im- 
portant and that codes should be 
used instead to funher safeguard 
privacy. They say that name report- 
ing will discourage a significant pan 
of the public from being tested, and 
hobble efforts to effectively track 
H.I.V. cases. 

They also worry that a list of 
names in a government register will 
be used for other purposes if punitive 
and ineffective H.I.V. policies are 
enacted. And though there is a fre- 
quent claim that confidentiality is 
rarely breached, these advocates 
say that agencies carmot control how 
st^f members use the data. 

Advocates point to a widely publi- 
cized case in Florida, in which a 
public health worker lost his job over 
a computer disk listing the names of 
people with AIDS that was not kept 
secure. The disk was mailed to two 
newspapers along with an anony- 
mous letter. 
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.These advocates contend that 
name reporting is not essential to 
monitor the epidemic, focus at- 
tempts at prevention, allocate AIDS 
money or link people to care. As an 
alternative, they say that public 
health officials should devote as 
much resources to producing a via- 
ble coded system as they have been 
in promoting name reporting.' 

Proponents of H.I.V. reporting say 
such criticisms are mostly theoreti- 
cal. while the benefits are concrete. 
They say the need for reporting has 
become more crucial with the advent 
of new treatments like multiple-drug 
therapies, which have allowed more 
people to stay in good health even if 
they have H.I.V. 

The New Jersey list, they note, has 
enabled the state to identify 1.308 
infected mothers of newborns, great- 
ly increasing the use of an anti-AlDS 
drug, AZT, to reduce the chance of 
infection in the newborn. Officials 
said an AIDS register would have 
identified only 24 mothers. 

The list led authorities to Bridge- 
ton, in southern New Jersey, where 
young women in their 20‘s have a 
higher rate of H.I.V. infection than 
the state's overall population. Health 
workers are beginning a S150,000-a- 
year prevention program in commu- 
nity centers, schools and churches. 

The list also revealed that men and 
women in their SO's account for a 
growing number of H.I.V. cases, indi- 
cating that the disease will be a 
problem among the elderly. 

The Debate 

Whether to Use 
Codes or Names 

Few experts now doubt that such 
benefits can result for H.I.V. repon- 
ing, much in the way that Govern- 
ment tracking of syphilis and tuber- 
culosis cases has gained widespread 
acceptance. But officials in many 
states, including New York, are still 
locked in disagreements over how 
H.I.V. reporting should be done and 
how the information will be used. 

Massachusetts in February adopt- 
ed an H.I.V. reporting system that 
will use a code, not a person's name, 
in state records. “People who suffer 
from the disease have very good 
reason to fear a list of their names 
being kept,’’ said Sean Fitzpatrick, a 
spokesman for the Massachusetts 
Depanment of Health. 

‘ “There was discrimination and 
stigma related to having AIDS in the 
80’s that was very real,” Mr. Fitzpat- 
rick explained, “and for those people 
who lived through that time, it is still 
very fresh in their memories.” 

In New York, the State AIDS Advi- 
sory Council, which advises the Gov- 
ernor and the Legislature on policy, • 
is united on the view that some sort 
of reporting is needed, but is bitterly 
divided on what method of reporting 
to use. The issue may be decided in 
the Legislature, where a host of 
H.I.V.-reiated bills are pending, in- 
cluding one that would mandate 
name reporting and notification of 
partners. California is at a similar 


impasse. 

Twenty-eight states now have 
H.I.V. reporting of the names of both 
adults and adolescents. But those 
states account for only a third of all 
AIDS cases. 

Lawrence 0. Gostin. a director of 
the Georgetown University-Johns- 
Hopkins University Program on Law 
and Public Health and a member of 
the Centers for Disease Control and 
Prevention advisory committee, 
said, “New York and California are 
the two biggest states that don't have 
H.I.V. reporting, and it would make a 
huge difference politically and from 
a public health perspective if they 
move to H.I.V. reporting.” 

To guide states, , the Centers for 
Disease Control are to issue recom- 
mendations within months on how to 
carry out H.I.V. reporting. The agen- 
cy, in Its own three-year evaluation, 
found that coded systems are unreli- 
able and difficult to link with individ- 
uals. And Texas reached the same 
conclusion, scrapped its system after 
four years and is moving to name- 
based reporting. 

The List 

Legal Protections 
And Easier Routines 

Even some of the most vigilant 
advocates for infected people con- 
cede there have been no breaches of 
confidentiality of New Jersey's 
H.I.V. register. 

“In all candor, some of the worst- 
case scenarios that we anticipated 
did not occur,” said Ed Martone, 
executive director of the American 
Civil Liberties Union of New Jersey. 
“I have not heard of any inappropri- 
ate releasing of names, purposely or 
accidentally, so it seems to be work- 
ing at this point.” 

H.I.V. reporting is far from a burn- 
ing issue in New Jersey. Timothy 
Thompson, who tested positive for 
H.LV. three years ago. said he had no 
idea there was such a policy. And he 
was recently elected to the Hudson 
County H.LV.-AIDS Services Plan- 
ning Council, which sets local priori- 
ties on Federal AIDS spending. 

“You sign stuff because they 
throw it in front of you,” said Mr. 
Thompson, 35, who was attending a 
recent seminar on AIDS issues an 
Jersey City. “You’re sitting there 
and you don’t know what’s going on." 

In recent years, legal protections 
against discnmination have eased 
some confidentiality concerns. But a 
case now before the United States 
Supreme Court ccmid set new rules. 
The Court Is wei^ung arguments 
over whetlier the Americans With 
Disabilities Act covers tiiose who are 
H.I.V.-positive but show no symp- 
toms of disease. New Jersey has 


another safeguard: If H.I.V. records 
are disclosed improperly, residents 
can sue under the stale’s confidenti- 
ality law. 

New Jersey residents can take a 
H.I.V. test that does not involve nee- 
dles. Health workers at many sites 
now have oral collection and testing 
kits, which include a iollipop-like de- 
vice that is inserted between the 
cheek and the gum to collect saliva. 
It is placed in a vial and shipped off 
to a state laboratory. Results are 
returned within two weeks. 

Residents have the option of learn- 
ing their H.I.V. status without having 
their names reported, if they go to 15 
state-financed H.I.V. testing and 
counseling sites. The 200 residents a 
year who choose this option are iden- 
tified by a number, and the state 
receives only demographic informa- 
tion like age, sex and race. 

And New Jersey’s system of noti- 
fying partners is voluntary. Spouses 
or other partners of infected people 
are not notified without the consent 
of the Infected person. 

The state, though, makes clear 
that it wants more names for its Use. 
"It’s only common-sense health 
practice,” said Michael Shumsky, 
program manager of the state's 
counseling and testing program. “Ul- 
timately, we see the ftWts.” 

The Test 

How a State 
Tracks a Case 

In a bleak neighborhood near the 
Port of Elizabeth, a favorite haunt of 
drug dealers and prostitutes, coun- 
seiors at a state^sponsored testing 
site at Elizabeth General Medical 
Center stress to patients that con- 
senting to have their names recorded 
is a way to link them to medical 
services. 

“It helps them get into treatment 
faster.” said Denise Smith, a regis- 
tered nurse who is the site director. 
“And you can personalize it more for 
them.” 

At the Elizabeth site, on the sec- 
ond-floor of a renovated red-brick 
monastery near the hospital, 82 peo- 
ple in 1997 were told they were infect- 
ed. Positive reports are mailed to the 
State Health Department in Trenton. 
The form ends up in a sm^I data 
entry room on the fourth floor where 
a slate-gray door displays a promi- 
nent “Do Not Enter” sign. 

Inside, three data entry operators 
tap such information as each pa- 
tient’s name, address, race and med- 
ical history into computers as soft 
music plays on a portable radio. The 
paperwork is later filed in locked 
cabinets in a locked room. 

The information is electronically 
sent to the H.I.V. register in the tall 
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computer, around the comer and 
down the hail, inside the chain-link 
cage, which was built in 1993 as a 
security precautionwhen the health 
agency moved into a building that is 
also occupied by the State Human 
Services Department. 

The towering computer is not 
linked to any other computer system 
within the building. Only three state 
employees can get into the cage. The 
data entry computers can talk to the 
tall computer in the cage only to find 
out whether an H.I.V. case is a dupli- 
cate or to enter more updated ma- 
terial. Every other week, a protected 
file of H.I.V. data is transmitted to 
the Centers for Disease Control, af- 
ter a computer program strips any 
identifying information from the 
case repon. 


The Flaws 

Only as Good 
As the Information 

The H.I.V. reporting system in 
New Jersey is only as good as the 
information it gets. According to epi- 
demiological models, at least 20,000 
infected people in New Jersey have 
not come forward to be tested or 
reported to the state, health officials 
acknowledge. 

For every single AIDS case, there 
are 1.5 to 2.5 other H.I.V. cases, ac- 
cording to estimates of H.I.V. preva- 
lence by the Centers for Disease Con- 
trol. In New Jersey, the names of 
13,205 H.I.V.-positlve people are list- 
ed In the state register, compared 
with 12,629 people with AIDS. 

“I think the vast majority of peo- 
ple don’t perceive themselves at 
risk,” said Douglas H. Morgan, who 
resigned early this month as the as- 
sistant health commissioner in 
charge of AIDS and H.I.V, prevention 
and control, and now has a Federal 
job. “People can be infected and 
asymptomatic for years. Until they 
get sick or present illnesses, they 
probably aren’t going to get tested.” 

The number of people being tested 
also has seen a steady decline since 
1992, the first full year of H.I.V, re- 
porting. There were 80,628 tested 
that year but 62,088 tested in 1997, 
Many factors couid play a role, in- 
cluding the explosion of publicity 
that followed Magic Johnson’s dis- 
closure in November 1991 that he 
was H.I.V.-positive. 

State health officials said the de- 
cline actually resulted from a shift in 
focus to seeking out people who are 
at a greater risk for H.I.V. infection. 

“Everyone doesn’t need to get 
tested,” said Mr. Shumsky, the coun- 
seling and testing program man- 
ager. “People who are engaging in 
high-risk activities are the ones who 
need to be tested.” 


Federal health officials say them 
own evaluations have found no sig- 
nificant differences in trends in test- 
ing between states that adopted 
H.I.V. reporting and states that did 
not Federal officials have also re- 
ported overall declines in the num- 
bers of positive tests in the last sev- 
eral years, as the high-risk cases 
have already been identified. 

The reporting of names has led to 
pressure to get even more. Last De- 
cember, at a regular meeting called 
by the Health Department for groups 
that it finances as testing sites, an 
official at the agency stressed his 
goal of collecting more names, which 
some advocates regarded as an im- 
plicit threat that they risked losing 
financing if they did not comply. 


Laurence L. Ganges, me service 
director for the Health Department’s 
Division of AIDS Intervention and 
Care and the official who spoke at 
the December meeting, said in an 
interview that the state had a mis- 
sion to stem the spread of the virus. 

“If you're interviewing a patient 
and you’re able to get one name, in 
my opinion, you can get two and if 
you can get two, you can get four, and 
if you can get four, you can get eight, 
and if you can get eight, you can get 
16,” Mr. Ganges said. 

“We’re not talking about catching 
a cold.” he said. “People die from the 
virus. Counselors have a responsibiL 
ity. They just do. If they take it as a 
threat, that’s their business.” 


I PROFILE 


H.I.V. in New Jersey 

Data irom New Jersey's register of 13.205 cases of H.i.V, infection, 
and 35. *136 cases of fuli-fledged AIDS through Decemoer 1997 
Totals rnay not add up to ICO percent because of rounding. 

Breakdown of ail diagnoses by sex Male Female 

AIDS 27% 


Age breakdown of ail diagnoses 

Under 20 20-29 30-39 

AIDS tWES 4TO 

H,.v iSi' 


Race and ethnicity of diagnoses 
(age 13 and older) BlacK 


AO-49 Over 49 

26% 10% 

, 19% s% 

Hisoanic Other 

16% 1% 
19% 2% 


3icoO- 


Mode of transmission of diagnoses' 

(age 13 and older) 

Inieciion drug use (iDu) mSM’’ - Heterosexual -] .Du/msm related 

4. ' 2 % 
§26%^ 3 3 


'Unknowns were distributed to the five categories. 

Sourcs Veiv Jersey Oecanmen; of Hsanh Ser'-or Se'^'icss 


rMale sex ■/ 


male 
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June 16, 1998 


Honorable Donna E. Shaiaia 
Secretary 

Department of Health and Human Services 
200 Independence Avenue, S.W. 
Wellington, DC 20201 


Dear Secretary Shaiaia, 

I wrote to you on March 6 and then again on June 2 regarding the compliance of states 
with the notification requirements for spouses of HIV-infected individuals as provided by the 
Ryan White CARE Act Amendments of 1996. As you will recall, in my letters, I included 
articles from the New York Times which indicated the states of New York and New Jersey were 
not complying with the spousal notification requirements. 

It has now come to my attention that the state of California has side stepped these 
requirements as well. As you can see in the attached copy of “A Brief Guide To California’s 
HIV/AIDS Laws 1997", California law "permits {but does not require)” spousal notification. 

This falls considerably short of the Ryan White law which states “the Secretary of Health and 
Human Services shall not make a grant under part B of title XXVI of the Public Health Service 
Act (42 U.S.C. 300ff-2l et seq.) to any State unless such State takes administrative or legislative 
action to require that a good faith effort be made to notify a spouse of a known HIV-infected 
patient that such spouse may have been exposed to the human immunodeficiency virus and 
should seek testing.” As a member of the conference committee. I can assure you that 
California’s optional approach fails to meet the Congressional qualification of a "good faith 
effort." 


I am growing increasingly concerned that the Department of Health and Human Services 
has neglected to enforce the law. I would, therefore, inquire for a third time how is it that these 
states, which failed to enact the required policies, were certified to receive Ryan White CARE 
grants? Furthermore, how do we know that other states which have been certified as complying 
are actually fulfilling this and other conditions necessary to be eligible for Federal grants? 

If I do not hear from you soon with a sufficient answer I will request the relevant 
committees of Congress take action against the Department. 


429 CANNON House Office Building, 
Washington. DC 20S15 
(202) 225-2701 Fax; (202) 225-3038 


TNWreO OH B6CYCLED PAPER 


E-mail: rep.coburn@mail.house.gov 
Web site; www.house.gov/coburn 



182 


If you have any questions, please contact me or Roland Foster of my staff at (202) 225- 
2701. Thank you for your cooperation with this matter. I look forward to a timely response. 



cc: Thomas J. Bliley, Jr. 

Chairman, House Committee on Commerce 

Michael Bilirakis 

Chairman, House Commerce Committee’s 

Subcommittee on Health and the Environment 
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DISCLOSURE OF TEST RESULTS 

Written Authorization Requirements 

Health and Safety Code Section i20980 requires that persons responsible for the care and treatment of an 
individual who takes an HIV test obtain written authorization prior to any disclosure of the individual's 
test results. The statute requires a separate written authorization for each disclosure. The written 
authorization must state to whom the results will be disclosed. Further, the statute provides for a civil 
penalty of up to $1,000 for each negligent unauthorized disclosure and $1,000 to $5,000 for each willful 
disclosure. A negligent or willful disclosure that results in economic, bodily, or psychological harm to 
the test subject is a misdemeanor punishable by imprisonment of up to one year and/or a fine of up to 
$ 10 , 000 . 

Physician Exceptions to Written Authorization Requirements 

Inclusion of a person’s HIV test result in that person’s medical record is not considered a disclosure 
under Health and Safety Code Section 120980. Health and Safety Code Section 120985 permits a 
physician who orders an HIV test to record the results of that test in the test subject’s medical record or 
otherwise disclose it without written authorization to the test subject’s providers of health care for the 
purpose of diagnosis, care, or treatment of the test subject. This section defines “providers of health 
care” as those defined in Civil Code Section 56.05(d), except that it excludes group practice prepaid 
health care service plans. Recording or disclosing test results in accordance with Section 120985 does 
not authorize further disclosures unless otherwise permitted by law. 

Partner Notification Exception to Written A uthnrization Requirements 

Health and Safety Code Section 121015 permits (but does not require) a physician or surgeon who has an 
individual under his or her care to disclose that individual’s confirmed positive HIV test result to the 
individual’s spouse or any person reasonably believed to be the sexual or needle sharing partner of the 
individual, or to the local health officer. Such disclosure may be made only for the purpose of diagnosis, 
care, and treatment of the person notified or to interrupt the chain of HIV transmission. The disclosure 
must not include any identifying information about the HIV-positive individual. 

Prior to disclosing an individual’s test result, the physician or surgeon must discuss the results with the 
patient and offer appropriate emotional and psychological counseling, including information on the risks 
of transmitting HIV and methods of avoiding those risks. Further, the physician or surgeon must inform 
the patient of the intent to notify partners and must attempt to obtain the patient’s voluntary consent for 
partner notification. Upon notifying a spouse or partner of an HIV-infected person, the physician or 
surgeon must refer the spouse or partner for appropriate care, counseling, and followup. 

County health officers may notify a spouse or partner of an. HIV-positive individual but cannot identify 
the infected individual or the physician making the report. As with physicians and surgeons, county 
health officers must refer the spouse or partner for appropriate care and followup. Upon completion of 
partner notification efforts, all records regarding the contacted person maintained by the county health 
officer, including but not limited to identifying information, must be expunged. The county health 
officer must keep confidential the identity and HIV status of the individual tested and the identity of the 
persons contacted. 


California's HIV/AIDS Laws. 1997 


4 
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June 25. 1998 


JAMES E, DERDERIAN. CHIEF OF STAFF 


The Honorable Donna E. Shalala 
Secretary 

Department of Health and Human Services 
200 Independence Avenue, S.W. 
Washington, D.C. 20201 


Dear Secretary Shalala: 

Congressman Cobum wrote to you on March 6, June 2, and June 16, 1998, concerning the 
compliance of States with respect to the notification requirements for spouses of HIV -infected 
individuals as provided by the Ryan White CARE Act Amendments of 1996. In his letters. 
Congressman Cobum expressed concern that States which have been certified to receive Ryan White 
CA^ grants may not have enacted a spousal notification program in accordance with statutory 
requirements and Congressional intent. In each of his three letters, Congressman Cobum asked 1) 
if a State had not yet enacted a spousal notification program, how was that State certified to receive 
Ryan White CARE grants?, and 2) how do we know that other states which have been certified as 
complying were actually ftilfilling this and other federal conditions necessary to be eligible for such 
grants? However, to date, no response has been received to any of CongressmanCobum’s requests. 
Therefore, we.nre writing to you to follow-up on Congressman Cobum’s previous letters and to 
request certain information and documents. 

Specifically, Congressman Coburn’s concerns stemmed from a January 25, 1998 article in 
the JVew York Times which stated that New York State’ s “existing policy prohibits caseworkers from 
notifying any sex partner, including spouses, without the voluntary consent of the HIV-positive 
person.” Furthermore, the article stated that, “a Health Department spokesman, Fred Winters, said 
the spouse policy was ‘under review.’” In addition, an article from the May 29, 1998 New York 
Times stated that “New Jersey's system of notifying partners is voluntary. Spouses or other partners 
of infected peoples are not notified without the consent of the infected person.” Finally, 
Congressman Cobum recently came across a copy of “A Brief Guide to California’s HIV/AIDS 
Laws 1997,” which states that California law “permits (but does not require)” spousal notification. 

We are very troubled by the Department’s lack of attention and any reply to Congressman 
Cobum’s requests, and are concerned that the Department believes that it is acceptable not to 
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respond to Congressional inquiries. As you will recall, we wrote to you on December 1 9, 1 997 after 
the Department had failed to reply - after eight months -- to another of Congressman Cobum’s 
numerous requests. Furthermore, the Committee is becoming increasingly concerned that States 
are falling considerably short of complying with the Ryan White law, which states “the Secretary 
of Health and Human Services shall not make a grant under Part B of Title XXVI of the Public 
Health Service Act (42 U.S.C. 300ff-2 1 et seq.) to any State unless such State takes administrative 
or legislative action to require that a good faith effort be made to notify a spouse of a known HIV- 
infected patient that such spouse may have been exposed to the human immunodeficiency virus and 
should seek testing.” We are very concerned that the approaches of the States mentioned above, and 
perhaps others, fail to meet the qualifications of a “good faith effort.” Accordingly, pursuant to 
Rules X and XI of the U.S. House of Representatives, please provide the Committee the following 
information and documents by July 15, 1998; 

1 . Please explain why the Department has failed to respond at all to any of Congressman 
Cobum’s requests. 

2. Please provide all records related to the consideration, review and development of a response 
to Congressman Cobum’s requests. 

3. With respect to the concerns mentioned above related to New York’s, New Jersey’s, and 
California’s programs, please explain how it is that these states, which apparently failed to 
enact a spousal notification program consistent with stamtory requirements, were certified 
to receive Ryan White CARE grants? 

4. Please provide the Department’s justification for certification for each State and all 
documents related to the basis for such justification. 

a) Please explain in detail how certification was determined. 

b) Please provide a list of who made the certification determination for each State, 

5. Please provide a complete list of the number of individuals that have been notified in each 
State. 

a) Please explain if there has been any follow-up to determine if States are actually 
conducting notification. If not, please explain why not? 

6. Congressman Cobum also wrote to the Department on April 7, 1 998, about his concern that 
States are receiving federal funding without following 42 U.S.C.300ff-47, which provides 
that no State will receive federal funding for HIV support services unless the State has 
implemented criminal laws sufficient to prosecute any HIV-infected individual who 
intentionally exposes another to HIV. 
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a) Please explain why the Department has failed to respond to this request. 

b) Please provide all records related to the consideration, review and development of 

a response to this request. 

c) Has this requirement been implemented? If not, please explain in detail why not? 

d) With respect to compliance with 42 U.S.C. 300ff-47, please provide the following: 

i) a copy of each State’s completed certification form and “summary” provided 
to CDC and HRSA and the date it was originally submitted; 

ii) whether each State’s summary was determined to be in compliance with the 
statute as submitted and the date the Department made that determination; 
and 

iii) if a State’ s proposal was found to be not in compliance as submitted, please 
explain in detail the deficiencies. If a State took subsequent steps to gain 
approval, please explain in detail the steps taken. 

For purposes of responding to this request, the term "records," "relating," and "relate" should be 
interpreted in accordance with the Attachment to this letter. 

If you have any questions, please contact Mr. Matthew Saylor, Committee counsel for 
oversight and investigations, at (202) 226-2424, We appreciate your cooperation in this matter. 

Sincerely, 


Chairman Member of Congress 




cc: The Honorable John D. Dingell, Ranking Member 

The Honorable Joe Barton, Chairman 
Subcommittee on Oversight and Investigations 
The Honorable Ron Klink, Ranking Member 
Subconrunittee on Oversight and Investigations 
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THE SECRETARY OF HEALTH AND HUMAN SERVICES 

WASHINGTON. O.C. 2020! 


JUL 9 1998 


The Honorable Tom A. Cobum, M.D. 

House of Representatives 
Washington, D.C. 20515-3602 

Dear Dr. Coburn: 

Thank you for your letters regarding HIV program procedures in 
New York State, New Jersey, and California to address the spousal 
notification requirements of the Ryan White CARE Act Amendments 
of 1996. I apologize for the delay of this response. 

The Centers for Disease Control and Prevention (CDC) requires 
documentation that every State health official has certified that 
a good faith effort will be made to comply with the provisions of 
P.L. 104-146, Section 8. A summary of these responses was 
previously provided to you on February 2, 1998. In addition, 
CDC's program announcement for HIV Prevention funding states that 
all HIV Prevention Cooperative Agreement recipients must comply 
with these requirements. New York, New Jersey, and California 
all certified to CDC that they were in compliance ' with the 
spousal notification provisions and provided appropriate 
documentation. 

Regarding your inquiry about New York State, the January 25 New 
York Times article contains inaccurate information. In summary, 
the printed statement that a "policy exists that prohibits 
caseworkers from notifying any sex partner, including spouses, 
without voluntary consent of the HIV-positive person" is not 
accurate. New York State has strict regulations in place to 
protect the confidentiality of HIV-infected persons, but the law 
allows disclosure of HIV-related information to contacts even 
without consent. To clarify the procedures for the spousal 
notification program in New York, I am enclosing information 
provided by CDC . 
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Regarding your questions about New Jersey and California, 
both States have provided to CDC documentation of legislative or 
administrative procedures for notifying spouses of HIV-infected 
individuals, which is currently under review. CDC will forward 
to you directly under separate cover more detailed information. 

CDC project officers routinely communicate with their assigned 
State, territorial, and large-city health departments on a 
variety of HIV prevention, education, and program issues, 
including partner notification issues. Through this ongoing 
communication, questions on this matter and related issues are 
addressed. As with other programs that require State 
certification, CDC relies on its State partners to ensure that 
materials submitted to CDC are accurate, absent information to 
the contrary, and remain in compliance with required guidelines. 

When necessary, to determine if States are in compliance with 
Federal requirements as a condition of receiving Federal funds, 
CDC also utilizes several legislative tracking services 
("Legislate" and "StateServ") that can monitor proposed State 
legislative developments, including pending changes or newly 
introduced bills. Use of several of these services is supported 
through cooperative agreements with the Association of State and 
Territorial Health Officials and the National Conference of State 
Legislatures. Furthermore, the Conference of State and 
Territorial Epidemiologists has also been consulted regarding the 
development and implementation of spousal notification policies 
and procedures . 

I hope this information is helpful. We would be pleased to meet 
with you and your staff to further discuss this issue. 

Sincerely, 

Donna E. Shalala 


Enclosure 
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INFORMATION CONCERNING NEW YORK STATE'S HIV PREVENTION AND 
SPOUSAL NOTIFICATION PROCEDURES 

PREPARED BY THE 

CENTERS FOR DISEASE CONTROL AND PREVENTION (CDC) 


Regarding ■tihe_January-2,5 , 1993. Naw York Times Article : 

Mr. Fred Winters, who is quoted in the article as a Health 
Department spokesperson, is from the New York City Department of 
Health. However, he incorrectly represented policies relating to 
New York State partner and spousal notification procedures. 

Early in 1997, New York State certified its compliance with the 
requirements contained in Section 8 of Public Law (P.L.) 104-14S. 
The New York City policy is consistent with the "good faith" 
effort requirements of the Ryan White CARE Act. 

The printed statement that a "policy exists that prohibits 
caseworkers from notifying any sex partner, including spouses, 
without voluntary consent of the HIV-positive person" is not 
accurate. New York State has strict regulations in place to 
protect the confidentiality of HIV-infected persons, but the law 
allows disclosure of HIV-related information to contacts even 
without consent, as briefly described below. 

Regarding New York State's Efforts to Ensure Spousal 
Notification : 

The following are highlights of current New York State laws 
related to this issue and the good faith efforts that New York 
State is undertaking to comply with P.L. 104-146; 

• Article 27F of the New York State Public Health Law states that 
during pretest counseling, a client must receive an explanation 
of the circumstances under which disclosure of HIV information 
may be authorized and permitted. This includes a physician's 
authority to notify partners under Section 2782.4 of 

Article 27F. This information is also included on the testing 
consent form. During post-test counseling provided to all 
clients receiving positive HIV test results, the law also 
requires that clients be told about the need to notify 
contacts . 

• Under Article 27F, it further states that a physician may 
notify the partner of an HIV-infected individual without 
consent if the physician believes that disclosure is medically 
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appropriate; the partner/ spouse is at significant risk of HIV 
infection; and it has been noted that the protected person will 
not inform the partner /spouse after being counseled to do so. 

• This authority is extended to nurse practitioners and physician 
assistants as agents of physicians. 

The following are program activities occurring in New York State 

to enhance the accessibility and ensure effectiveness of the 

partner/spousal notification program; 

• New promotional materials have been developed, including 
brochures, posters, public service announcements, and 
information cards to improve the marketing of the assisted 
partner notification services (including spousal notification) . 
This includes updated mailings to all physicians and programs 
that conduct HIV testing. 

• All certified laboratories conducting HIV confirmatory testing 
include the following message on all HIV-positive laboratory 
reports : 

Informing partners of HIV positive individuals of their 
exposure status is integral to HIV prevention efforts. 

New York State Public Health Law Article 27F authorizes 
providers to discuss and provide partner notification, 
including spousal notification. Local public health 
officials are available to assist with partner outreach 
programs. Call (518) 474-3598 for more information. 

• In December 1997, the State Commissioner of Health sent a 
"Dear Colleague" letter to physicians, managed care 
organizations, contractors, and other regulated facilities 
providing HIV services in New York State regarding the 
importance of partner/spousal notification of HIV exposure, 
the relevant provision of Public Health law, Article 27F, the 
options for notifications, and the availability of educational 
materials and training programs addressing this topic. 

• All New York State Department of Health AIDS Institute 
contractors providing HIV counseling and testing, primary care 
and case management receive a standard workplan that includes 
a partner/spousal notification goal with six objectives. The 
contractor is required, on an annual basis, to develop 
activities to address each objective for Partner/Spousal 
Notification Services. 
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tfew Jersey Department of Health and Senior Services 
Spousal Notificaeios Procedures 
Ssspansa to CDC Inquiry 


On January 13, 1997, cha Di-vision of AIDS Prevention and Control 
suarelcted an Agsuranca to cda Centers lor Disease control and Prevention 
iCCC) asserting that the State of New Jersey is in compliance with section 
a of Public Law 1 O 4-140 whicn states that recipients of Ryan White funding 
must malce "administrative or legislative action to raguire that a good 
faith sffort, be made to notify a spouse of a inown HIV infected patient 
that such spouse may have been exposed to the Human Iraraunodeficisney- Virus 
and , should ' seek eeating” . 

CDC responded in a letter dated February 13, 13S7 stating chat they 
acinowladgs "... receipt of the State's certification chat the requirements 
for spousal notification of HIV exposure co-ncained in Section a of Public , 
Law 104-145 have been adequately addressed". This, letter, signed by 
Mr', Gary West from CDC, osrtlfies that New Jersey ia in compliance with the 
requirements of the Ryan White CARE Act Amendments of 139S, which makes 
New jersey eligible to receive assistance under Part 3 of Title XXVI of the 
Public Health Service Act (42 C.S.C. 300ff-21 et seq.) 

The Assurance provided in the January 13th letter to CDC still 
accurately describes the activities carried cut by the Division of AIDS 
prevention and Control's ;DCAPC) Notification Assistance Program (NAP!, 
one modification to chat Assurance concerns the proposed Assembly Bill 
2448 , This piece of proposed legislation was never anacted into law-. 

While this law was nos enacted, its provisions are already conducted by 
NAP, However, there are soir.e additional activities carried out by the 
Division which further enhance DOAPC' s provision of spousal notification 
aeti.vitiea. 

For example, in a document entitled Idantificatlon and Management of 
Aa-^ceniacie HlV-rnfected Persons in New Jersey , health care providers are 
again .reminded of the importance of notifying any and/or all contacts or 
partners of KIV infected patients. Health care workers are further 
informed to contact cha Division’s Notification Assistance Program to 
assist them with contact tracing and notification. This document was 
disseminated to all physicians and nurse practitioners licensed in the 
State of New Jersey. 

Additionally, Division per.sonr.el ccr.ductsd a thorough review of 
axisting protocol ar.d procedure manuals to assure that spousal notification 
continues to be a priority for all staff conducting NAP field 
investigations. This manual was updated and upgraded to further emphasize 
the. criticality of this activity. Further, a full-time staff meitbar has 
been designated to meet with field staff on a monthly basis to review all 
investigation reports to monitor this activity. This individual also 
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accompanies each field repreaentaclve on a quarcerly basis , again ensuring 
that this activity remains a critical component of the NAP investigations. 

To further illustrate that spousal notification is a critical 
component of Division aotivitiss, the DOAPC's Spideraiologioal Service 
Unit's Security and Con.lids.ntiality Policy instructs staff to refer all 
physician inquiries regardi.ng partner notification to NAP. 

Ah additional notification activity implemented to help prevent 
perinatal HI'/ transmission is contained in H.J.A.C. This 

regulation regarding HIV counseling and testing of pregnant women states, 
"... in the interest of protection of public health, the physician caring 
for the woman may make her test results known to the physician caring lor 
her infant.” 

In. summary, the Dsparcmsnc believes that the activities delineated 
above and in the previous co.-raiuriications clearly demonstrate our continuing 
commitment and compliance with the above referenced raguiremeat concerning 
spousal, notification. 
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California Health and Safety Code 
Section 121015 


— 653— Ch. 415 

Cuds may be disclosed to any of the following persons without 
written authorization of the subject of the test; 

(a) "To the subject of the test or the subject’s legal representative, 
conservator, or to any person authorized to consent to the test 
pursuant to subdivision (b) of Section 120990, 

(b) To a test subject’s provider of health care, as defined in 
subdivision (d) of Section 56.05 of the Civil Code, except that for 
purposes of this section, "provider of health care” does not include 
a health care service plan regulated pursuant to Chapter 2.2 
(commencing with Section 1340) of Division 2. 

(c) To an agent or employee of the test subject’s provider of health 
care who provides direct patient care and treatment. 

(d) To a provider of health care who procures, processes, 
distributes, or uses a human body part donated pursuant to the 
Uniform Anatomical Gift Act (Chapter 3.3 (commencing with 
Section 7130) of Part 1 of Division 7) . 

121015. (a) Notwithstanding Section 120980 or any other 

provision of law, no physician and surgeon who has the results of a 
confirmed positive test to detect infection by the probable causative 
agent of acquired immune deficiency synd’’ome of a patient under 
his or her care shall be held criminally or civilly liable for disclosing 
to a person reasonably believed to be the spouse, or to a person 
reasonably believed to be a sexual partner or a person with whom the 
patient has shared the use of hypodermic needles, or to the county 
health officer, that the patient has tested positive on a test to detect 
infection by the probable causative agent of acquired immune 
deficiency syndrome, except that no physician and surgeon shall 
disclose any identifying information about the individual believed to 
be infected. 

(b) No physician and surgeon shall disclose the information 
described in subdivision (a) unless he or she has first discussed the 
test results with the patient and has offered the patient appropriate 
educational and psychological counseling, that shall include 
information on the risks of transmitting the human 
immunodeficiency vdrus to other people and methods of avoiding 
those risks, and has attempted to obtain the patient’s voluntary 
consent for notification of his or her contacts. The physician and 
surgeon shall notify the patient of his or her intent to notify the 
patient’s contacts prior to any notification. When the information is 
disclosed to a person reasonably believed to be a spouse, or to a person 
reasonably believed to be a se.xual partner, or a person with whom 
the patient has shared the use of hypodermic needles, the physician 
and surgeon shall refer that person for appropriate care, counseling, 
and followup. This section shall not apply to disclosures made other 
than for the purpose of diagnosis, care, and treatment of persons 
notified pursuant to this section, or for the purpose of interrupting 
the chain of transmission. 
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Ch. 413 — 654 — 

(c) This section is permissive on the part of the attending 
physician, and all requirements and other authorization for the 
disclosure of test results to detect infection by the probable causative 
agent of acquired immune deficiency syndrome are limited to the 
provisions contained in this chapter. Chapter 10 (cornmehcing with 
Section 121075) and Sections 1603.1 and 1603.3. No physician has a 
duty to notify any person of the fact that a patient is reasonably 
believed to be infected by the probable causative agent of acquired 
immune deficiency syndrome, 

(d) The county health officer may alert any persons reasonably 
believed to be a spouse, se.xual partner, or partner of shared needles 
of an individual who has tested positive on a test to detect infection 
by the probable causative agent of acquired immune deficiency 
syndrome about their e.Yposure, without disclosing any identifying 
information about the individual believed to be infected or the 
physician making the report, and shall refer any person to whom a 
disclosure is made pursuant to this subdivision for appropriate care 
and followup. Upon completion of the county health officer’s efforts 
to contact any perso.n pursuant to this subdivision, ail records 
regarding that person maintained by the county health officer 
pursuant to this subdivision, including but not limited to any 
individual identifying information, shall be expunged by the county 
health officer. 

(e) The county health officer shall keep confidential the identity 
and the seropositivity status of the individual tested and the identities 
of the persons contacted, as long as records of contacts are 
maintained. 

(f) Except as provided in Section 1603.1 or 1603.3, no person shall 
be compelled in any state, county, city, or local civil, criminal, 
administrative, legislative, or other proceedings to identify or 
provide identifying characteristics that would identify any individual 
reported or person contacted pursuant to this section. 

121020. (a) (1) When the subject of an HIV test is not 
competent to give consent for the test to be performed, written 
consent for the test may be obtained from the subject’s parents, 
guardians, conservators, or other person lawfully authorized to make 
health care decisions for the subject. For purposes of this paragraph, 
a minor shall be deemed not competent to give consent he or she 
is under 12 years of age. 

(2) Notwithstanding paragraph (1), when the subject of the test 
is a minor adjudged to be a dependent child of the court pursuant to 
Section 360 of the Welfare and Institutions Code, written consent for 
the test to be performed may be obtained from the court pursuant 
to its authority under Section 362 or 369 of the Welfare and 
Institutions Code. 
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California DHS/OA 

HIV Spousal/Partner Counseling and Referral Services Program 

In FY 1997/98, the California Department of Health Services/OfBce of AIDS (DHS/OA) 
redirected $500,000 in general funds to develop a statewide HIV Partner Counseling and Referral 
Services (PCRS) program that will ensure that a good faith effort is made to notify, counsel and 
refer persons most at risk for contracting HIV, the sex and/or needle-sharing partners of 
confirmed HIV positive persons. The intended outcome of this new program is to offer HIV 
counseling to all HIV positive persons seeking medical services in California and to encourage 
these persons to voluntarily inform their partners of their exposure, either directly or through 
other public health interventions. Another outcome will be to offer sensitive and competent HIV 
counseling, education, antibody testing, and referrals to all HIV exposed partners. 

In order to implement this program on a statewide level, the HTV Prevention Policy 
Section has coilaborated with local HIV coordinators, local STD program coordinators, DHS 
Sexually Transmitted Disease Control Branch, DHS Local Assistance Branch, and CDC program 
directors and policy writers. The collaboration is developing PCRS guidelines and policies (last 
approved in 1988) which will be distributed to city, county, state and private providers to assure 
that all partner counseling and referral needs are met in an appropriate and expedient way. 

The HIV Prevention Policy Section is contracting with the STD/HIV Prevention Training 
Center to offer training to HIV counseling and testing supervisors, HIV counseling staff, EIP 
counselors, and other program staff who will be directly involved in counseling HTV positive 
persons, eliciting exposed partner’s names and other locating information, and conducting 
notification, counseling and referral services in the field. HTV surveillance staff who work directly 
with HTV positive persons and who may initiate a discussion of partners with these persons would 
also be appropriate for the HTV PCRS training. 

During FY 1998/99, the DHS/OA will prepare to establish pilot projects in high incidence 
areas where local programs may need additional support in the development or expansion of 
existing services. Pilot projects will offer direct assistance to local health jurisdictions performed 
by Consulting Communicable Disease Representatives (CCDR). Their primary activities will be 
to respond to HIV PCRS requests by conducting interviews and field notification services, 
including counseling, testing and referrals. Additionally, CCDRs will develop or enhance local 
referral linkages between private and public health providers, provide expertise and input to the 
expansion of other DHS/OA HIV prevention projects (e.g., the HTV counselor training program, 
HTV prevention case management projects, and early intervention projects), and assist in the 
evaluation of local program operations. CCDRs will be stationed in their respective pilot 
jurisdictions and will also work in a regional capacity to respond to requests/needs throughout the 
state, 


In time, it is anticipated that the guidelines will continue to be updated, counselor training 
will be expanded to include community based organizations and possibly private medical 
practitioners, and the pilot project will be enlarged to include additional counties. 
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DEPARTMENT OF HEALTH 3i HUMAN SERVICSS 


Public Health Sen/ice 


Centers for Disease Control 
and Prevention (CDC) 
Atlanta GA 30333 

JUL I 4 1998 


The Honorable Tom A. Coburn, M.D. 

House of Representatives 
Washington, D.C. 20515-3602 

Dear Dr . Coburn : 

This is in further response to your letter to Health and Human 
Services Secretary Donna Shalala regarding HIV spousal 
notification procedures in New York State, New Jersey, and 
California as required by the Ryan White CARE Act Amendments of 
1996. Secretary Shalala has asked the Centers for Disease 
Control and Prevention (CDC) to provide further follow-up 
information to you concerning New Jersey’s and California’s 
compliance with these requirements. 

As mentioned in Secretary Shalala ’s July 9, 1998, (copy 
enclosed) letter to you, CDC requires documentation that 
every State health official has certified that a good-faith 
effort will be made to comply with the provisions of P.L. 104- 
146, Section 8. In addition, CDC's program announcement entitled 
"Human Immunodeficiency Virus (HIV) Prevention Projects" states 
that all recipients must comply with these requirements. 

In 1997, the New Jersey Department of Health and Senior Seirvices’ 
Division of AIDS Prevention and Control certified that the State 
was in compliance with the Ryan White CARE Act Amendments related, 
to spousal notification of HIV-infected persons and provided CDC 
with appropriate documentation of this certification. In follow- 
up to your recent letter that references an article in The New 
York Times stating that “New Jersey’s system of notifying 
partners is voluntary...," we requested additional information 
from the New Jersey State health department . The enclosed 
information was provided, again stating their compliance with the 
requirements and describing procedures that the health department 
has taken to ensure that health care providers make a good- faith 
effort to notify spouses and other sex or needle-sharing partners 
of people who test positive for HIV infection. 

The California Department of Health Services also certified and 
provided documentation in 1997 that the State was in compliance 
with the spousal notification requirements of the Ryan White CARE 
Act Amendments. Enclosed is a copy of California Health and 
Safety Code Section 121015, which was submitted in support of 
California's certification and describes the State law related to 
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the notification of spouses, sex, and needle-sharing partners of 
HIV-infected individuals. The intent of this section is to 
protect the confidentiality of HIV- infected people whose partners 
are to be notified and to hold physicians harmless in conducting 
partner notification. Both of these provisions clearly support 
spousal notification. Also enclosed is a document provided by 
the California Office on AIDS that describes their spousal/ 
partner counseling and referral services, which ensures that a 
good-faith effort is made to notify, counsel, and refer all 
persons at risk for contracting HIV. 

I hope this responds to your concerns about these States' 
compliance with the spousal notification provisions. We look 
forward to further discussing this issue with you and your staff 
at the July 21 meeting. 

Sincerely, 

Claire V. Broome, M.D. 

Acting Director 

Enclosures ■ 
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TOM A. COBURN, M.D, 

2d Oistbict, Okuamoma 

COMMITTEE ON COMMERCE 



Oversight and Investtgatiohs 
Health and Environment 
Energy and Power 

COMMITTEE ON SCIENCE 

SUBCOMMfTTEE: 

Energy and Environment 


Congres(£( of tfie States 

^ouse of SleprEgentatibtsf 

HlaSl)mgton, ©C 20515-3602 
July 16, 1998 


Claire V. Broome, M.D. 

Acting Director 

Centers for Disease Control and Prevention 
Atlanta, GA 30333 


215 State Street, Suite 815 
Muskogee, OK 74401 

□ (9181 687-2533 
(918) 682-3503 IPaxI 

120 S, Missouri, Room 105 
ClAREMORE, OK 74017 
O (918)341-93^ 

(918) 341-9437 (Fax) 

34 "A" Street N.E„ Room 202 
Miami, ok 74354 

□ (918) 542-8337 
(SIS) 542-5387 (Fax) 


Dear Dr. Broome, 

Thank you for your July 14’^ letter regarding HIV spousal notification procedures in the 
states of New York, New Jersey and California as required by the Ryan White CARE Act 
Amendments of 1996. I appreciate the information which you have provided and look forward 
to meeting with members of the CDC staff on July 21 to discuss this matter further. 

In the June 25’^ letter that I sent with Congressman Tom Bliley to HHS Secretary Donna 
Shalala, we requested “a complete list of the number of individuals that have been notified in 
each State.” I have not yet seen these number and would thus appreciate the following 
information for our upcoming meeting: 

Since the enactment of the Ryan White CARE Act Amendments of 1996, in the states of 
New York, New Jersey and California, could you please provide the number of 

(1) Individuals who have tested positive for HIV or diagnosed for AIDS; 

(2) Individuals testing positive for HIV/AIDS who are— or were previously— married; 

(3) Notifications that were made to current or former spouses of those testing positive for 
HIV/AIDS. 

This data would be sufficient to answering my inquiries about these states* compliance 
with federal spousal notification requirements. I would assume that since these states have 
certified as complying, they would have this information readily available. 

Thank you again for your assistance with this matter. If you have any questions, please 
feel free to contact me or Roland Foster of my staff at (202) 225-270 1 . 

Sinc^fd^ours, 


T6m A Cobum, MD 
Member of Congress 


429 Cannon House Office Building 
Washington, DC 20515 
(202) 225-2701 Fax: (202) 223-3038 


E-mail: rep.coburn@mail.house.gov 
Web site; vvww.house.gov/coburn 


PrONTSl ON RSIVCLQ PAP0R 
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DEPARTMENT OF HEALTHS & HUMAN SERVICES 


Public Health Service 


Centers ior Disease Contrcl 
and Prevention (CDC) 
Atlanta GA 30333 

SEP I 7 1998 


The Honorable Tom A. Cobum, M.D. 

House of Representatives 
Washington, D C. 20515-3602 

Dear Dr. Cobum: 

This is in response to your letter requesting specific information about individuals in California, 
New Jersey, and New York who have tested positive for HIV infection, including those who are 
or were previously married, and notifications to their current or former spouses. We appreciated 
the opportunity for Dr. Helene Gayle and Mr. Gary West of the Centers for Disease Control and 
Prevention (CDC) to meet with you on this and other related issues on July 2 1 . The following 
information is in further response to the specific questions raised in your letter. 

(1) [Please provide the number of| individuals who have tested positive for HIV infection or 
been diagnosed with AIDS [in the States of New York, New Jersey, and California]. 

(Note: All 50 States, the District of Columbia, U.S. dependencies and possessions, and 
independent Nations in fi'ee association with the United States report AIDS cases to 
CDC.) 

The following AIDS cases were diagnosed among adults and adolescents during the 
period of April 1, 1997, through March 3 1 , 1998 (the most recent one-year period for 
which data are available) and reported to CDC. (These numbers may be lower than actual 
AIDS cases diagnosed because of reporting delays.) 



Males 

New York 

3,716 

New Jersey 

1,300 

California 

3,799 


Females 

Total 

1,676 

5,392 

660 

1,960 

508 

4,307 


Through December 31, 1997, 27 States had laws or regulations requiring confidential 
reporting by name of all persons with confirmed HIV infection, in addition to reporting of 
persons with AIDS. Although New Jersey adopted HIV reporting in 1 992, California and 
New York did not require HIV reporting in 1997 (New York has recently passed 
legislation adopting HIV reporting). As of June 1998, New Jersey had reported the 
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following HIV cases that were diagnosed between April 1, 1997, and March 31, 1998: 
833 HTV cases among male adults and adolescents and 557 cases among female adults 
and adolescents for a total of 1,390 cases among adults and adolescents. As with AIDS 
case reporting, these numbers may be lower than actual cases diagnosed because of 
reporting delays. 

(2) For these three States, [provide the number of] individuals testing positive for HIV/AIDS 
who are, or were previously, married. 

Information on the marital status, either current or past, of persons reported with AIDS or 
HIV is not collected by these three States. However, CDC’s Supplement to HIV/AIDS 
Surveillance (SHAS), a voluntary followup interview on reported cases of HIV or AIDS 
in parts of 12 States, does inquire about marital status; however, New York, New Jersey, 
and California are not among these participating States. During the period April 1, 1997, 
through March 31, 1998, SHAS interviews included 2,159 persons (1,582 males, 577 
females). They reported themselves as: 


Never Married 

1,189 

(55%) 

Married 

237 

(11%) 

Separated 

194 

( 9%) 

Divorced 

302 

(14%) 

Widowed 

86 

( 4%) 

Common-law 

43 

( 2%) 

With Partner 

108 

( 5%) 


(3) For these three States, [provide the number of] notifications that were made to current or 
former spouses of those testing positive for HIV/AIDS. 

Currently, State and local health departments do not have reporting systems in place that 
provide information on the number of spouses notified. Similarly, there is no national 
system for collecting comprehensive data on the number of spouses or other partners of 
HIV-infected individuals who are notified of their potential exposure to HIV. However, 
data from publicly funded counseling and testing sites from approximately 40 States 
indicate that more than 81,000 partners visited these publicly funded test sites in 1996 
after they were notified, either by a partner or by a health care provider, of an HIV exposure. 
In addition, while complete 1997 data on partner and provider referrals are not available 
from all areas, partial year data indicate a significant increase in notifications over 
1996. CDC is currently engaged in discussions with representatives of State and local 
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health departments to improve both the data collection and prevention services devoted to 
ensuring that spouses who may have been exposed to HIV are notified and ofifered 
appropriate services. 

I hope this infonmtion is helpful. 
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TOM A. COBURN. M.D. 

2o OisTDicT, Oklahoma 

COMMtTTEE ON CQMMEflCS 

suBCOMMirrees: 

0«eRSlGHT AND INVESTIGATIONS 

Health and Envisonment 
Energy and Power 

COMMfmE ON SCONCE 
subcommittee: 

Energy and Environment 


Congress of tije ®niteti States 

Souse of EeprESEntatibES 

^SHafiffjmgton, 3BC 20515-3602 
October 1, 1998 


215 State Sttieet. Suite 815 
Muskogee, OK 74401 

□ t9181 687-2533 
<9181 682-^03 (Pax) 

120 S. Missouri, Room 105 
Claremqre. ok 74017 

□ (918)341-9336 
(918) 341-9437 (Fax) 

34 -A" Street N.6., Room 202 
Miami, OK 74354 

□ (918)542-5337 
(918) 542-5367 (FaxI 


Inspector General June Gibbs Brown 
Department of Health and Human Services 
Office of the Inspector General 
330 Independence Ave., S.W. Room 5250 
Washington, DC 20201 

Dear Ms. Brovra, 

I am writing to request your assistance in determining whether or not the Department of 
Health and Human Services is enforcing, and states are complying with, provisions of the Public 
Health Service Act. 

As you may know, 42 U.S.C. Section 300ff-21 et seq. requires that states enact laws or 
regulations requiring that past and present spouses of individuals diagnosed with HIV infection 
be notified that they may have been exposed to the disease as a condition of receiving federal 
grants under Part B of the Ryan White CARE Act. It has come to my attention over the past year 
that some states which have been certified as complying with this federal law by HHS may be 
ignoring this requirement. 

Beginning with correspondence sent on April 14, 1997, 1 have been pursuing HHS for 
Information to determine if states are indeed in compliance. After a year and a half, I have 
received no conclusive evidence or data to prove HHS has effectively enforced this law. I 
would, therefore, request that the OIG conduct an investigation to determine if states are indeed 
conducting federal spousal notification as required under the Ryan White CARE Act 
Amendments of 1 996 and to take the necessary actions against any state which has not. 

I have included information which may be of assistance to your investigation. 

I would request a response within one week of receipt of this letter. 

If you have any questions, please feel free to contact me or Roland Foster of my staff at 
(202) 225-2701 . Thank you for your attention to this matter. 


MD 

Member of Congress 



429 Cannon House Ofpice Building 
Washington. DC 20515 
(202) 225-2701 Fax: 1202) 225-3038 


PKNTEO ON IWEn 


E-mail: fep.co6ofn(@'marl.house-gQv 
Wab site: wvvw.house.gov/coburn 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Office of Inspector General 


Washington, D.C. 20201 


MAY 28 


The Honorable Thomas Cobum, M.D. 

House of Representatives 
Wellington, DC 20515 

Dear Dr. Cobum: 

Enclosed is the completed draft report entitled, “The Ryan White CARE Act: Implementation of 
the Spousal Notification Requirement.” We conducted this evaluation at your request. 

As you are aware, Section 8 of the Ryan White Comprehensive AIDS Resources Emergency 
(CARE) Act calls for States to make a “good faith effort” to notify spouses of persons infected 
with the human immunodeficiency virus (HIV) of their possible exposure. There are no 
objective criteria to evaluate whether States’ initiatives reflect “good faith” on their part. We 
therefore used States’ plans as approved by the Centei^ for Disease Control and Prevention 
(CDC) as a starting point for reviewing State compliance with the good faith effort requirement. 

First, we determined that all 50 States and the District of Columbia had in fact submitted plans to 
CDC and that CDC had approved them. Each of the plans reflected a combination of new and 
previously existing procedures to improve spousal notification. 

We then looked at whether States have carried out the activities in their certified plans. We did 
this by reviewing the implementation actions in 1 1 State programs. We conducted on-site 
reviews in six States with large populations of persons infected with HIV; in five randomly 
selected States, we conducted telephone interviews with State partner notification staff. We 
collected documentation of State notification program structures and efforts in all States. In the 
six site visit States we also spoke with persons directly involved in partner elicitation and 
notification activities. By analyzing the documentation and other information collected in the 
interviews, we were able to determine that the 1 1 sample States have complied with their plans. 

We did note, however, that there is little hard data to document the results of States’ notification 
efforts. We are making several recommendations to CDC regarding ways in which notification 
procedures could be improved, particularly as they relate to private providers. Private providers 
are especially important to the notification process as ftiey are the primary source of first contact 
with the medical system for persons with HIV. 
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We have included charts at the back of the report which may assist in summarizing the 
information included in the report. 

We are now in the process of soliciting comments on this draft report from the Health Resources 
and Services Administration and the Centers for Disease Control and Prevention. Once we 
receive and analyze their comments we will send you the final version. In the meantime, we 
want you to see our conclusions so far. 

If we can be of further assistance, please feel free to contact me or have your staff contact Helen 
Albert, Director of External Affairs, at (202) 260-8610. 


Sincerely, 







une Gibbs Brown 
Inspector General 


Enclosure 



Department of Health and Human Services 


OFFICE OF 

INSPECTOR GENERAL 


THE RYAN WHITE CARE ACT 

Implementation of the Spousal 
Notification Requirement 



JUNE GIBBS BROWN 
Inspector General 


AUGUST 1999 
OEI-05-98-00391 
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OFFICE OF INSPECTOR GENERAL 

The mission of the Office of Inspector General (OIG), as mandated by Public Law 95-452, is to 
protect the integrity of the Department of Health and Human Services programs as well as the 
health and welfare of beneficiaries served by them. This statutory mission is carried out through a 
nationwide program of audits, investigations, inspections, sanctions, and fraud alerts. The 
Inspector General informs the Secretary of program and management problems and recommends 
legislative, regulatory, and operational approaches to correct them. 

Office of Evaluation and Inspections 

The Office of Evaluation and Inspections (OEI) is one of several components of the Office of 
Inspector General. It conducts short-term management and program evaluations (called 
inspections) that focus on issues of concern to the Department, the Congress, and the public. The 
inspection reports provide findings and recommendations on the efficiency, vulnerability, and 
effectiveness of departmental programs. 

OEl's Region V prepared this report under the direction of William Moran, Regional Inspector 
General and Natalie Coen, Deputy Regional Inspector General. Principal OEI staff included: 

REGION HEADQUARTERS 

William Moran, Regional Inspector General Elise Stein, Program Specialist 
Nora Leibowitz, Project Leader 


To obtain copies of this report, please call the Chicago Regional Office at (312) 353-4124. 
Reports are also available on the World Wide Web at our home page address: 


http://www.dhhs.gov/progorg/oei 



208 


EXECUTIVE SUMMARY 


PURPOSE 

To identify whether States are implementing their approved plans to ensure a good faith 
effort is made to notify spouses of persons infected with HIV of their possible exposure. 


BACKGROUND 

Section 8 of the Ryan White Comprehensive AIDS Resources Emergency (CARE) Act 
requires that any State receiving Ryan White Title II funding take administrative or 
legislative action to require a good faith effort be made to notify current and former 
spouses of known HIV-infected patients of possible exposure. A State that does not 
comply with this requirement will lose its Title II funding. Title II provides funds to States 
for health care and support services for those with HIV and AIDS. The total Title II 
appropriation for FY 1999 was over $709 million. 

The requirement for States to make a “good faith effort” does not mandate that all 
spouses of HIV-positive individuals be notified, but does require States to establish 
procedures which facilitate faithful attempts to notify all impacted spouses. 

States have administered HIV and STD partner notification programs which included 
spouses for many years. The activities to which States certified were both ongoing efforts 
and additions to their Partner Counseling and Referral Services programs that were 
designed to specifically address spousal notification requirements. 

Each State provided the Centers for Disease Control and Prevention (CDC) with 
information on existing or planned legislative and/or administrative actions in order to 
comply with Section 8 requirements. The CDC approved the certifications of compliance 
submitted by all 50 States, the District of Columbia and U.S. territories. We reviewed all 
5 1 State certifications in order to gain a firm understanding of the details of this program. 
However, for the purposes of this study, we assumed that CDC’s approval of 
certifications indicates State activities constitute a good faith effort as required. 

We focused on determining whether States were implementing the programs that CDC 
had certified. To accomplish this goal, we collected documentation and conducted site 
visits with State public health staff and HIV test site counselors in six States with high 
prevalence of HIV cases. Additionally, we interviewed and collected documentation from 
State public health staff in five randomly selected States. 

This evaluation was conducted at the request of Congressman Thomas Coburn. 
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FINDINGS 

The 11 Sampled States Have Taken Action on Their Approved Plans 

All sampled States have followed up on certified activities, including revising counseling 
guidelines and contract language, updating training materials, retraining counselors and 
informing providers about changes due to Section 8 of the Ryan White CARE Act. Some 
States have initiated additional notification activities not contained in their original 
certifications. 

States Are Responding to Common Barriers 

Efforts to notify spouses and partners of persons with HIV are hampered by legislative 
and administrative barriers, by the structure of State and local governments and by 
physician, counselor and patient concerns. States have responded to barriers by offering 
freedom from liability for providers who notify, and by organizing elicitation and 
notification programs to fit into existing governmental and health care structures. Some 
States offer training for physicians and counselors, and make efforts to explain the process 
and benefits of notification to persons newly diagnosed with HIV. 

Several States Are Undertaking Promising Notification Efforts 

While all sampled States have done what they certified to, several States have taken 
actions which appear particularly useful or successful. Several States have made efforts 
regarding provider and counselor training, data utilization and notification that balance 
informing partners and maintaining confidentiality for index cases. 

Data Collection Is Limited and Uneven 

Five sampled States collect data on partner notification. However, none of the 1 1 
sampled States collects data specifically on the number of spouses who have been notified 
of their HIV exposure risk. The six others currently do not collect notification data as 
part of their programmatic efforts. Three of these States are currently developing or 
piloting data systems. In at least one State which docs not collect data at the statewide 
level, some counties collect local data on notification. 


RECOMMENDATIONS 

While States have taken action on their certifications, their efforts do not completely 
ensure that vulnerable people are always made aware of their possible exposure to HIV, 
Based on our findings, additional efforts need to be undertaken to ensure maximum 
notification while ensuring confidentiality and meeting patients’ needs. 
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Continue to Facilitate Understanding of Notification Efforts Through Publicity, 
Education and Training 

The CDC currently engages in public education efforts on a number of HIV-related issues. 
To increase knowledge for all parties, we recommend that CDC augment its current 
efforts by facilitating targeted education campaigns and provider trainings. 

Establish and continue efforts to publicize notiflcation goals, efforts and benefits. 
Publicizing infonnation about notification and other Partner Counseling and Referral 
Services activities can increase awareness and broaden acceptance of the purpose and 
benefits of informing spouses and partners about their HIV risk. We recommend that 
CDC establish targeted public affairs efforts for providers, HIV advocacy groups and 
persons at high risk of contracting HIV. Spouse and partner notification should be 
addressed at senior levels in the department, and information about State efforts should be 
conveyed to interested parties in a manner that increases the issue’s acceptability. 

Facilitate local cooperation and collaboration. We recommend that CDC facilitate 
local level collaboration between State and local public health departments and private 
providers. Over 80 percent of HIV tests are conducted in the private sector. Training, 
technical assistance and other written and oral guidance can help public health 
departments and private providers understand the process of spouse and partner 
notification, their roles in the process and the benefits of partner notification. 

Share Good Practices, Replicable Efforts 

We recommend that CDC facilitate the sharing of information about successful State 
notification practices, including training, data collection and other efforts which enhance 
spouse and partner notification outcomes. The CDC should sponsor multi-State meetings 
on notification issues and efforts, and encourage the spread of promising practices. 
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Encourage the Establishment of Data Collection Systems 

We recommeod that CDC encourage the development and use of data collection systems 
to monitor State spouse and partner elicitation and notification efforts. Information 
collected provides a snapshot of efforts that are working and those that may need more 
attention. The agency should facilitate the development of pilot and full-scale data 
collection programs, identifying successful State data collection efforts and facilitating 
information sharing between States on notification data collection issues. Data on 
elicitation and notification can be aggregate information which does not require States to 
collect and store identifying information on partners or index cases. Due to the substantial 
costs involved in data collection, the above recommendation is contingent on the 
availability of funding. 


AGENCY COMMENTS 

We would like to thank the Centers for Disease Control and Prevention and the Health 
Resources and Services Administration for commenting on the draft of this report. 

The Centers for Disease Control and Prevention suggested some additions and a change to 
the first recommendation. Based on their comments, some changes and clarifications were 
made to this report. In particular, at their suggestion we have attached their guidance to 
State public health officials regarding certification of compliance with the spousal 
notification requirement. These guidelines provide examples of principles and practices 
that constitute a “good faith effort” for certification. The full text of their comments is 
attached. 

The Health Resources and Services Administration concurred with our recommendations 
and had no additional comments. 
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NTRODUCTION 


PURPOSE 

To identify whether States are implementing their approved plans to ensure a good faith 
effort is made to notify spouses of persons infected with HIV of their possible exposure. 


BACKGROUND 

The Ryan White CARE Act 

In response to the HIV epidemic and its impact on individuals, families, communities, 
cities and States, Congress passed the Ryan While Comprehensive AIDS Resources 
Emergency (CARE) Act in 1990. Ryan White programs provide health care and support 
services to persons with HIV and AIDS who would otherwise not have access to care. 

The Ryan White Act, which was re-authorized in 1996 through the year 2000, has four 
titles: 


• Title I: HIV emergency relief grant program for cities 

• Title II: HIV care grants to States 

• Title III: Early intervention services 

• Title IV: Pediatric care and reports and evaluations 

Through its HIV/AIDS Bureau, the Health Resources and Services Administration 
(HRSA) administers the Ryan White program. The HIV/AIDS Bureau conducts 
programs to benefit low-income, uninsured and under-insured individuals and families 
affected by HIV/AIDS. Total appropriations for HRSA-funded CARE Act programs is 
$1,41 billion for fiscal year 1999. 

Section 8 of the Ryan White CARE Act 

Section 8 of the Ryan White reauthorization requires that any State receiving Ryan White 
Title II funding take administrative or legislative action to require a good faith effort be 
made to notify current and former spouses of known HIV-infected patients of possible 
exposure, A State that does not comply with Section 8 of the 1 996 reauthorization of the 
Ryan White Act will lose its Title II funding. The requirement for States to make a “good 
faith effort” does not mandate that all spouses of HIV-positive individuals be notified, but 
does require States to establish procedures which facilitate faithful attempts to notify all 
impacted spouses. 
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While HRSA-administered Ryan White Title H funding is at risk for States which fail to 
comply with Section 8 of the Act, spousal notification falls under the purview of the 
Centers for Disease Control and Prevention (CDC). The CDC directly funds HIV/AIDS 
prevention activities through the agency’s HIV Prevention Projects. These programs 
assist public health departments (1) to reduce or prevent the transmission of HIV by 
reducing or preventing behaviors or practices that place persons at risk for HIV infection; 
and (2) to reduce associated morbidity and mortality of HIV-infected persons by 
increasing access to early medical intervention. This funding is the primary source of HIV 
prevention funding for all State health departments and six city health departments. 

Officials at HRSA have noted that States that fail to comply with Section 8 requirements 
will lose their Title II funding, despite the fact that CDC administers partner notification 
and other HIV prevention activities. Just as different Federal agencies administer Ryan 
White and HIV prevention programs, the agency administering Ryan White Title 11 funds 
at the State level is often different from the one conducting HIV and AIDS partner 
notification. Thus, the State agency responsible for funding health care and social services 
for persons with HIV may be forced to respond to a loss of funds without having any 
authority to fix the problem which caused the loss. A State that does not make a good 
faith effort to notify spouses and partners loses funds earmarked for HIV health and 
ancillary care services not money directed for prevention. 

CDC Approval Process 

In December 1996, CDC asked States and Territories to certify that they were taking 
legislative and/or administrative steps to ensure compliance with Section 8 of the Ryan 
White CARE Act (P.L. 104-146). The “CDC Guidance to State Public Health OfFicials 
Regarding Certifications of Compliance With Public Law 104-146" describing what 
constitutes a good faith effort accompanied the CDC request for State certification 
information. This document is included in Appendix B of this report. All States responded 
in January and February 1997. Each State provided CDC with information on existing or 
planned legislative and/or administrative actions. The CDC reviewed the documents and 
approved those found to be acceptable. The CDC worked with States whose 
certifications did not appear to meet compliance standards in order to develop compliance 
plans which would ensure a good faith effort. In letters sent on February 13, 1997, CDC 
acknowledged State certifications. 

In our analysis of the steps States have taken to fulfill promises made in the certifications, 
we assumed that CDC’s approval of certifications indicated State activities constituted a 
good faith effort as required. 

All States; Certifications 

The CDC has approved the certifications of compliance with P.L. 104-146 submitted by 
all 50 States, the District of Columbia, and U.S. Territories. The certifications indicated 
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what laws and policies each State currently had in place or intended to implement. 
Certifications cited existing State law, recently passed legislation and planned legislative 
changes as well as current policy, planned policy changes and current or planned attempts 
to publicize laws and policies. 

Thirty State certifications made reference to current law or planned legislation which 
addressed spousal notification requirements. Forty-six States described policies and 
guidelines which were in place or which the State planned to implement. In addition, 20 
States specifically described language regarding spousal notification which was already 
required for contracts and memoranda of understanding or which they intended to insert 
into such agreements. 

Partner Notification in Context 

States have administered Partner Counseling and Referral Services (PCRS) programs for 
many years. While these efforts include notification of spouses and other partners, they 
are not limited to such activities. The activities to which States certified were both 
ongoing efforts and additions to their PCRS programs which were designed to specifically 
address spousal notification requirements.' 

In December 1998, CDC’s National Center for HIV, STD and TB Prevention published a 
revised “HIV Partner Counseling and Referral Services” guidance document. The 
guidance provides information on availability of PCRS, advises programs developing a 
PCRS plan gives direction on locating and notifying partners, collecting and analyzing 
PCRS data and ensuring the quality of PCRS. While previous to this guidance States had 
their own guidelines and program rules for spouse and partner notification, many States 
run their programs and update their procedures using CDC’s ongoing guidance. 

Health departments and other organizations which provide PCRS to their clients offer 
services based on a number of core PCRS principles. As CDC indicates in their 1998 
guidance document, PCRS must be voluntary, confidential and culturally sensitive. A 
PCRS program is one component of a comprehensive HIV prevention system, and is 
based on client-centered counseling which makes use of multiple support services and 
diverse referral options. 

While this report focuses on two aspects of PCRS (elicitation of partner names and 
notification of those partners of their possible exposure to HIV), these elements are 
understood to be part of a comprehensive PCRS program. As CDC stresses in their 
guidance, counseling is the key to successful efforts to reduce HIV transmission and 
improve the health of currently infected persons. 


'Also see Appendix B for examples of “good faith effort” principles and practices that CDC provided to 
State public health officials. 
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Eliciting names of spouses, sex partners and intravenous drug needle-sharing partners 
often takes place during post-test counseling, or at a session held shortly after diagnosis. 
Notification is generally, though not exclusively, carried out by State or local public health 
employees. It is always conducted in person and never involves identification of the index 
case to notified partners or other individuals. Elicitation may be performed by the same 
person who notifies spouses or partners, but this is not always the case. 

Defining Index Cases and Partners 

In the elicitation and notification process that is started when an individual tests positive 
for HIV, State public health staff often refer to the person tested as an “index case.” This 
designation helps define the individual as someone who has tested positive for HIV and 
who is asked to name spouses and partners at the start of the notification process. 

Many States’ certifications do not specifically define partners, though many define 
“spouse” by referring to language used in Section 8 of the Ryan White CARE Act. States 
which do explicitly define partners in their certifications include spouses, non-spouse sex 
partners and individuals with whom persons share intravenous drugs and needles. 

Notification of Spouses 

None of the States in our sample or in the larger group of States and Territories which 
certified to the CDC runs a notification program which only notifies spouses about 
possible HIV exposure, but does not notify other sex or needle-sharing partners. Even 
States which made legislative and/or policy changes in order to comply with Section 8 of 
the Ryan White CARE Act already ran previously existing partner notification programs. 
To ensure compliance, States made changes to law and/or policy with regard to spousal 
notification specifically. Several States added language to their partner notification 
policies to specifically address Section 8 requirements. 

This evaluation was conducted at the request of Congressman Thomas Coburn. 


Ryan White CARE Act: Spousal Notification 


9 


OEI-05-98-0039t 



217 


METHODOLOGY 

We examined approved certifications from the 50 States and the District of Columbia. We 
reviewed the administrative and legislative actions each State had taken or planned to take 
to ensure compliance with Section 8 of the Ryan White CARE Act, We conducted on-site 
interviews with six higher prevalence HIV States (California, the District of Columbia, 
Florida, Illinois, New Jersey and New York). The site visits included discussions with 
State staff responsible for spouse and partner notification activities and with individuals 
directly involved in HIV counseling and testing at the local level. In addition, we 
conducted telephone interviews with State staff responsible for spouse and partner 
notification activities in five randomly selected States (Kansas, Missouri, North Carolina, 
Washington and West Virginia). 

In each of the 1 1 States where we conducted on-site or telephone interviews, we 
discussed the State’s current spouse and partner notification policies and laws. We also 
asked each State about the planned actions in their certifications to identify whether the 
State had taken action on these items. We collected documents regarding States’ 
implementation of spousal notification programs. 

We conducted our review in accordance with the Quality Standards for Inspections issued 
by the President’s Council on Integrity and Efficiency. 
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FINDINGS 


The 11 sampled States have taken action on their approved 
plans 

All 1 1 States certified to planned activities 

Each State certification describes existing and planned administrative policies.^ Six of the 
1 ! States cite laws that specifically refer to the notification of spouses of persons 
diagnosed with HIV. Certifications in six States outline where language regarding spousal 
notification was inserted into contracts and memoranda of understanding; seven States’ 
certifications describe current or planned attempts to publicize notification rules and 
policies. 

All sampled States have followed up on planned activities, including revising counseling 
and testing guidelines and contract language, updating training materials, retraining 
counselors and informing public and private providers about changes due to Section 8 of 
the Ryan White CARE Act. 

Eliciting spouse and partner names from index cases 

State or local health department employees are specifically employed to elicit names in 
seven sampled States. In these States, staff eliciting spouse and partner names may either 
be stationed at the counseling site or may contact the original patient using information 
provided by the physician or counselor. The latter is generally employed when a private 
provider has conducted an HfV test for a patient. Although elicitation is offen performed 
by State or local public health staff in these seven States, it is the sole responsibility of the 
public health department in only one of them. 

In four States, names are primarily elicited by physicians and HIV counselors at the time 
an individual’s diagnosis is discussed. An HIV counselor may be employed by the State, 
local health department or a private agency. 


^For further information on the activities States describe in their applications, see Table 1 : “State Spousal 
Notification Efforts - Actions Described in Certifications” in Appendix C- 
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Notification duties and State partner notification staff 

State or local health department staff have primary responsibility for notifying spouses and 
partners in all 1 1 sampled States. In over half the sampled States, physicians and HIV 
counseling staff may notify spouses and partners, although they do not usually have 
primary responsibility for this activity. In one State, the attending physician is responsible 
for ensuring that notification occurs, whether or not he performs this activity. In another 
State, providers arc encouraged but not required to elicit names and notify spouses. This 
State’s certification notes that State law frees them from liability whether they choose to 
notify or not. 

The role of counseling in the elicitation and notification process 

Respondents at the State and local level indicated that good counseling is the key to 
eliciting partner names and successfully educating partners about their risk and steps they 
can take whether or not they test positive for HIV. Counseling activities for both the 
HIV-positive individual and his or her partners are extremely important. Thorough 
counseling outlines the client’s risk and facilitates the development of strategies to prevent 
further transmission of HIV. As CDC indicates, counseling takes substantial time, effort, 
training and resources. These investments are worthwhile, because clients who 
understands their risks and the possible danger they pose to others are more likely to fully 
participate in partner notification activities. State respondents indicated that counseling 
sites with more developed programs and better trained staff are more successful at 
eliciting partner names from their HIV-positive clients. 

Spouses and notification without patient consent 

Due to confidentiality laws, five States in our sample require patient consent for a provider 
to notify a spouse. In one State, a physician may personally notify a spouse only with 
patient consent, but can facilitate notification without consent. If a physician knows the 
identity of his HIV-positive patient’s spouse, that physician is required to give the 
spouse’s name to State staff responsible for notification. For non-spouse partners, patient 
cooperation with elicitation and notification is required. 

While confidentiality laws restrict some State notification efforts, 8 of the 1 1 sampled 
States allow providers to notify spouses without the index case’s permission if the 
provider knows the spouse’s identity. Public health staff or the notifying physician are 
generally required to contact the index case and try to gain their consent before 
proceeding with notification. 
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Steps beyond certifications 

in discussions with States about compliance with their spousal notification activities, 
respondents in four States described actions they have initiated since receiving approval of 
their certifications. One State is currently implementing a more formal notification 
process than the one for which it was certified. The old process relied on counselors and 
physicians to send spouse and partner names to the notification assistance staff, while the 
new process gives this staff more authority to initiate notification discussions with 
providers. The new process also puts more responsibility on counselors and physicians to 
elicit names or to initiate the elicitation/notification process through the State or local 
notification office. 

One State, which already required providers to elicit names in post-test interviews, 
established an active surveillance program. Nurses hired by the State visit providers who 
have sent in names of new positives. They discuss spouse and partner name elicitation as 
well as appropriate patient care and available services with physicians. Providers 
document notification discussions in their case notes, and nurses encourage physicians to 
discuss notification with patients on an ongoing basis. The program is being expanded 
with nurses providing ongoing follow-up with physicians. 

State public health staff in another State not only notify spouses and partners of potential 
exposure, but also offer to perform an HIV test for notified spouses and partners in their 
residence. This facilitates the elicitation of a second round of partners from an original 
index case. State notification staff have been very successful at eliciting names from the 
field cases they post-test counsel, increasing the number of potentially impacted 
individuals who can be notified. 

Another State is currently piloting a counselor training program and data collection 
system. Using several of its larger counties as test sites, the State is training HIV 
counselors and local notification staff. This improves participants’ ability to perform 
effective elicitation and notification as well as increasing their knowledge about HIV 
treatment and available services. 

The State’s AIDS office, in conjunction with the sexually transmitted disease control 
program’s training center, provides the training to local public health departments. In 
addition to running a training program, the State helps localities to develop goals and 
objectives based on State expectations. After staff at publicly funded sites are trained, 
private providers and counselors may access the free training as well. Once providers, 
counselors and notification staff in the pilot counties have been trained, the program will 
be expanded to the rest of the State. 
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States are responding to common barriers^ 

Legislative and administrative issues 

State laws limit who may be informed of an individual’s HiV status and how such 
notification can occur. Several States have patient confidentiality laws which restrict the 
ability of providers or others with information about infected individuals to inform 
partners of potential exposure to HIV. Even when notification is not restricted for 
spouses. States require that confidentiality be upheld for the index client. Other States’ 
administrative rules or policies disallow partner notification without patient consent. 

Despite rules that limit notification without patient consent, the majority of sampled States 
do allow providers to notify known spouses of their potential HIV exposure. Eight States 
in our sample provide freedom from liability for providers who notify spouses of persons 
with HIV that they may have been exposed. The majority of these States allow 
notification of all partners; only two States grant freedom from liability for spousal 
notifications only. The rules surrounding such notifications vary among States, but 
providers are generally required to discuss notification with the patient and attempt to 
convince the individual to participate in the process before taking action to notify a 
spouse. Some States limit notification without patient consent to cases in which the 
provider knows the spouse’s identity. 

One way that States have tried to address the dual concerns of patient confidentiality and 
public health protection is to involve newly diagnosed individuals in the notification 
process. Some States that allow spousal notification without patient consent require 
counselors and providers to first try to gain patient consent before proceeding. If a tested 
individual still refuses to cooperate, providers in at least one State must inform the person 
that they will notify. The patient’s wishes regarding whether the provider or State public 
health staff will conduct the notification must also be followed. In another State, patient 
consent is necessary for the physician to notify a spouse, but consent is not required for 
the physician to provide the spouse’s name to the public health department. 

Fitting notification into State structure 

Stales’ partner elicitation and notification programs are often shaped by States’ HIV 
prevalence and the structure of their State and local governments. In one State with high 
HIV prevalence, HIV prevention staff decided that the most effective strategy was to 
place notification activities within the context of ongoing service provision. Rather than 
develop a parallel infrastructure, the State developed an elicitation and notification 
program structured around existing service providers and testing sites. State staff 
indicated that they wanted notification to fit into a larger system of care. They wanted 


^AJso see Table 2: “Barriers to Spousal Notification and State Solutions’’ in Appendix C. 
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people to see notification as a service rather than a burden. In addition, with such a large 
number of HIV-positive individuals, public health staff determined that the cost of a 
program not tied to existing structures would have been prohibitive. 

Several sampled States have large areas with low HIV prevalence. Some of these States 
have decided that it is not economical for disease intervention staff to be stationed in every 
public testing site throughout the Stale. In two States, higher prevalence areas are staffed 
by State-funded staff, who are called in when needed to counsel individuals in other areas. 
Counselors at HIV test sites are also trained to elicit spouse and partner names. These 
counselors, as well as private physicians, are able to counsel individuals about the value of 
notifying partners. 

In several States, the counties have a fair amount of autonomy regarding the 
administration of their health and social services. This county orientation can impede 
State attempts to use one program structure that runs identically in every locality. One 
State’s notification program was developed as a framework within which each county can 
develop program details that fit the locality. To accommodate the county independence, 
the State allows each county to design its own notification program, but offers training to 
local HIV counselors and notification staff. Training includes information on what 
elicitation should entail as well as how to conduct notification and what notifiers should 
know about HIV treatment and available services. 

Physicians and elicitation 

While many people seek HIV testing from public health clinics, CDC estimates that over 
80 percent of HIV tests are conducted in the private sector - by private providers using 
private laboratories. With a large percentage of HIV tests conducted by private providers 
such as physicians, barriers to physician participation in HIV spouse and partner 
notification can have a large impact on the success of a state notification program. 

Physicians may fail to elicit partner names from their HIV-positive patients for several 
reasons. Physicians vary in their ability and motivation to ask patients about their 
partners; many private physicians do not have the time or inclination to elicit names. 

Many physicians test only a few patients a year and are not practiced in HIV counseling 
and name elicitation. 

Respondents indicated that physicians may not see a role for themselves in HIV partner 
notification in part because they are used to the sexually transmitted disease (STD) 
notification model. Public health officers conducting STD elicitation and notification do 
not rely heavily on participation by private physicians. There is no established working 
relationship between the two groups, and physicians may not understand that their role is 
different with regard to HIV notification than it is with STDs. 
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Several States in our sample encourage physician participation by following up with 
providers who test individuals for HIV. Two States ask providers to return forms 
indicating their elicitation efforts. Another State employs nurses who conduct follow-up 
work with physicians reporting HIV cases. 

Most States offer HIV counseling training to both private and public counseling and 
testing staff, and many make completion of a training program mandatory for anyone 
providing HIV counseling and testing. Although this may not ensure participation, it 
encourages it by increasing providers’ notification-related knowledge and skill base. 

Counselors and elicitation 

Many HIV counselors are hesitant to push patients to engage in partner elicitation, as they 
do not want to alienate the patients. Many counselors are primarily concerned that an 
individual diagnosed with HIV seek needed services. They may not want to broach topics 
which may impact the patient’s willingness to return for services. In addition, some 
providers may not entirely understand the partner notification process. They can not pass 
on correct information about confidentiality, voluntary notification and other issues if they 
are not clear about what is required or allowed in their State. 

Many of our respondents at the State and local level indicated that the keys to successful 
partner elicitation are training and a “corporate culture’’ in which partner notification is 
valued. Counselors, physicians and those managing test facilities must recognize the 
importance of partner notification and understand the central role elicitation plays in that 
process. Public health staff in one State indicated that variance in testing sites’ success at 
convincing individuals to supply partner names was based in part on the motivation 
provided by site managers. They suggested that while all counselors received the same 
State-sponsored trainings, some managers stressed elicitation more than others and 
created an organization-wide sense that elicitation is important and achievable. 

Respondents from another State noted that counselors’ skills, as well as their relationships 
with the communities they serve, are key to successful notification efforts. A skilled 
counselor who establishes a rapport with a client and clearly explains the benefits of 
notification can greatly improve the affected individual’s willingness to reveal behaviors 
and names to an individual the client has just met. 

Notifiers 

All 1 1 States appear to do a good job with the actual notification of partners and spouses. 
Each State we interviewed has motivated, well trained notification staff. They have few 
problems locating and notifying the individuals on whom they receive information. Many 
States rely on HIV notification staff who have previously worked in sexually transmitted 
disease (STD) units. These individuals transfer their knowledge and many of their 
protocols from the STD field to HIV notification. 
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Patients 

HIV spouse and partner notification can usually only proceed with the patient’s consent 
and cooperation. Even an accommodating individual may not be able or willing to discuss 
partners when he is digesting the news of his HIV status. In addition, patients may lack 
information about partners from longer time periods. The tested individual may not have 
good information about an ex-spouse or partner he or she has not seen in years. Other 
patients may refuse to identify spouses due to domestic violence concerns. 

A number of States have addressed patient cooperation issues by clearly identifying 
notification as a voluntary process. Several States make efforts to market spouse and 
partner notification as a service rather than an imposition. Most States require post-test 
counseling to include a discussion of the benefits of notification, a description of the 
process and an explanation of available services and participation options. 


Several States are undertaking promising notification efforts 

While all sampled States have taken action on the activities to which they certified, several 
States have taken actions which appear particularly useful or successful. In particular, 
several States have made efforts regarding provider and counselor training, data utilization 
and notification which balance informing partners and maintaining confidentiality for index 
cases. 

Training 

Respondents in several States indicated that training is a key to successful elicitation and 
notification efforts. While all State notification programs require their staff to be trained, 
some States take the additional step of requiring all HIV counselors involved in elicitation 
and notification to undergo State sponsored training in this area. One State which 
requires training for all HIV counselors indicates that this allows the State partner 
notification program to ensure that all counselors learn why notification is beneficial, how 
the process works and how to perform their part of the process. 

Another State ensures participation by private providers through its program of active 
surveillance. Public health staff visit providers who report cases of HIV. They discuss 
notification and other HIV related issues. During these meetings providers are 
encouraged to participate in notification activities. Active surveillance visits can serve a 
dual purpose, training private providers to participate in spouse and partner notification 
and improving relationships between public health staff and private medical providers. 
Working together, the two parties can better understand the issues each one faces and help 
one another with the elicitation and notification process. 
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Utilizing data 

Of the five States that currently collect information on partner notification activities, two 
States stand out in terms of the data they collect and the way they use it. These States 
collect a large amount of information about their notification efforts, including the number 
of index cases interviewed, the number of partners elicited and the results of partner 
notification efforts. This information is aggregate data intended to assess trends rather 
than track individual cases. The data helps partner notification staff monitor their success 
and determine areas in need of improvement. 

These States take the additional step of monitoring the results of notification efforts in 
terms of whether notified partners agree to have an HIV test, whether partners have been 
tested in the past and the results of previous and new tests. The data collected is 
aggregated to help State notification programs assess whether a broad approach to partner 
notification is effective in identifying new cases of HIV, A high percentage of notified 
partners identified as “never previously tested” or “previous negative test, new positive 
test” would suggest that notification efforts are successfully locating previously 
unidentified cases of HIV. If many notified partners test negative for HIV, this could 
suggest that the public health department may want to further target its HIV identification 
efforts. 

One of the two States that collects a lot of notification data also gathers information on 
the success of elicitation efforts. Elicitation is primarily performed by counselors at HIV 
testing sites, and some sites receive State grants for their testing efforts. The State 
monitors the success of counselors at each site in eliciting partner names from persons 
newly diagnosed with HIV. Each site that receives State funding is required to maintain a 
1 .0 partner index, meaning that on average, each site must elicit at least one partner name 
from each interviewed patient. Collecting this information allows the State partner 
notification program to assess which sites are successful at partner elicitation. The State 
program can help less successful sites perform better by offering or mandating retraining 
sessions for counselors and suggesting that lagging sites emulate practices utilized by the 
more successful sites. 
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Balancing public health and confidentiality concerns 

While some States use their HIV name reporting system to initiate spouse and partner 
notification efforts, partner notification can be conducted without linking it to a State 
surveillance program. In one sampled State, the public health department conducts a 
strong HIV spouse and partner notification program not connected to surveillance efforts. 
This State appears to have success notifying spouses and partners of their possible 
exposure to HIV by developed a program that balances the public health need to notify 
partners of possible exposure and the concern that confidentiality is assured for index 
cases. Although the State employs name reporting of HIV, the partner notification 
program is administered separately from the name reporting program. The separation 
allows notification staff to assure index clients that any information they provide about 
partners can not be linked back to them. Partner names and locating information are 
separated from patient information by testing site staff and given to the State health 
department staff responsible for notification. The notification field staff never learn the 
names of the individuals who provided the partner names, so they are not able to pass 
those names along even if they wanted to. 


Data collection is limited and uneven 

Although public health notification staff have a sense of their success at elicitation and 
notification, States often do not collect data in this area. None of the sampled States 
collects information on whether elicited partners are spouses or ex-spouses of index 
patients. Demographic information linking contacts to the index cases who name them is 
not collected in many States. One reason data on a partner’s relationship to an index case 
is not collected is that this information could jeopardize confidentiality for the index case. 

One sampled State collects information on how many notified individuals are currently 
married, but their confidential notification system does not allow them to link partners and 
index cases. Partner information is collected at the HIV test site and transferred to the 
partner notification field staff without any information about the index case. If an 
individual is recorded as the spouse of the index case who named him, the index case’s 
identity can be readily discerned. 

Five of the 1 1 sampled States collect data on partner notification.'* Although each State 
collects somewhat different information, most of these States monitor the number of 
referred cases which result in a notification discussion, the number which result in 
spouse/partner elicitation, total contacts elicited and average contact index. Two States 
also collect information on the disposition of the notified case, including whether the 


‘*For information on what types of data States collect, see Table 3: “Data Collection in the 1 1 Sampled 
States” in Appendix C. 
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partner or spouse had been previously tested and whether notification led them to get 
tested. The six other States in our sample currently do not collect data on spouse and 
partner notification as part of their programmatic efforts. Three of these six States are 
currently developing or piloting data systems. In at least one of the States which does not 
currently collect data at the statewide level, some counties do collect local information on 
notification activities. 
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RECOMMENDATIONS 


States have been conducting spouse and partner HIV notification as part of PCRS and 
other counseling programs for many years; some programs were established in the mid 
1980s. The planned and ongoing efforts States described in their 1997 certifications to 
CDC stemmed from States’ larger public health mission to protect both HIV-infected 
persons and their partners. The certified activities were actions the States planned on 
implementing, and we found that the Stales in our sample have taken action on their 
certified activities. 

This does not mean that spousal and partner notification has achieved its goal of ensuring 
that vulnerable people are always made aware of their possible exposure to HIV. Based 
on our findings, additional efforts need to be undertaken to ensure maximum notification 
while ensuring confidentiality. 

As States have primary responsibility for public health issues and private physicians have 
primary responsibility for testing and initiating the notification process, we make the 
following recommendations to CDC: 


Continue to facilitate understanding of notification efforts 
through publicity, education and training 

The goals of partner notification are prevention of HIV transmission and improvement of 
HIV-infected persons' access to care. For partner notification to work, it requires 
participation by all parties - counselors, physicians, patients. This is most likely to occur 
when participants are educated about the process and benefits of partner notification. The 
benefits for providers, counselors, HIV-positive individuals and their partners should be 
stressed. 

The CDC currently engages in public education efforts on a number of HIV-related issues. 
To increase knowledge on all sides, we recommend that CDC augment its current efforts 
by facilitating targeted education campaigns and provider training opportunities. 

Establish and continue efforts to publicize notification goals, efforts and benefits 

Misconceptions about spouse and partner notification are often due to lack of information. 
Providing information on notification and other elements of PCRS can increase awareness 
about the intent and benefits of informing spouses and partners about their HIV risk. 
Increased knowledge is key to clearing up the misconceptions, fears and mistrust that 
hamper participation by providers and patients. 
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Information about notification efforts and processes should be tailored to specific 
audiences. Specifically, physicians and other providers should be educated about their role 
in eliciting partner names and notifying affected persons. Providers need information 
about what spouse and partner notification entails, how it occurs in the provider’s State, 
what its benefits are and the ways in which providers can participate. 

Educational efforts should also be aimed at organizations which represent and advocate 
for persons affected by HIV and AIDS. As these organizations communicate with the 
HfV/AlDS community and with subgroups within the larger affected population, 
increasing knowledge at the organizational level can improve individuals’ understanding of 
notification efforts and willingness to participate in the process. 

For information on spouse and partner notification to be heard and accepted by the 
population at large, it must come from individuals who command respect by a given 
population. The message’s acceptance will hinge on the speaker’s legitimacy with the 
listeners. In addition, efforts to publicize this information must be targeted, the message 
clear. A message that is simple, easy to comprehend and explained by a trusted speaker 
has the best chance of convincing individuals to participate in spouse and partner 
notification for HIV. 

In order to publicize the process and benefits of spouse and partner notification, we 
recommend that CDC establish targeted public affairs efforts. Spouse and partner 
notification should be addressed at senior levels in the department, and information about 
State efforts should be conveyed to interested and affected parties in a manner that 
increases the issue’s acceptability. Programs should complement CDC and other efforts 
currently underway. 

The CDC currently funds State efforts to increase individuals’ knowledge of their HIV 
status. Much of the funds go to health departments to support the development of new 
and innovative early identification strategies to reach high risk populations and create 
linkages with care. Special emphasis is placed on projects that target minority 
populations, including women and adolescents. Funded activities may include coalition 
building, product development, outreach activities, and evaluation of effective 
interventions. 

The funds are also used to promote risk reduction interventions to help those uninfected 
to stay that way, and to encourage those infected to practice safe behaviors to prevent the 
spread to others. The Secretary’s Emergency Fund for HIV/AIDS funds such projects. 

Facilitate local cooperation and collaboration 

Respondents at the national, State and local levels indicated that cooperation between 
State health departments, private groups and individuals is necessary for a successful 
notification program. Cooperative efforts require good working relationships. 
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Unfortunately, several respondents indicated that private and public health professionals in 
many States do not have strong relationships. Efforts to strengthen these relationships and 
improve knowledge can greatly improve outcomes for elicitation and notification efforts. 

We recommend that CDC facilitate local level collaboration between State and local 
public health and private providers through State medical societies, nurse practitioner 
groups and other provider groups. The CDC can encourage State and local public health 
agencies to facilitate this process by continuing to offer guidance and training to public 
health departments. Private providers should be encouraged to participate in trainings and 
other information sharing efforts. This is especially important as at least 80 percent of 
HIV tests are conducted in the private sector, yet these providers are often not linked to 
the State or local notification systems. Trainings, technical assistance and other written 
and oral guidance can help public health departments and private providers understand the 
process of spouse and partner notification, their roles in the process and the benefits of 
spouse and partner notification. Such efforts can also encourage public health and private 
providers to work together to improve their relationships in ways which smooth the 
process of notification. 


Share good practices, replicable efforts 

While each State has unique issues which stem from governmental structure, program 
needs, affected population and State laws, some public health practices can be successfully 
utilized in multiple locales with only small variations. We recommend that CDC facilitate 
the sharing of information about successful State notification practices, including training, 
data collection and other efforts which enhance spouse and partner notification outcomes. 
The CDC should sponsor multi-State meetings on notification issues and efforts, and 
encourage the spread of promising practices. As this is an area in which CDC has 
experience, current conferences and meetings can be utilized for information sharing 
purposes. 
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Encourage the establishment of data collection systems 

Data can be a useful part of a State’s spouse and partner notification program. 
Information collected on elicitation and notification efforts provide a snapshot of what 
efforts are working and which areas may need more attention. Data can encourage HIV 
counselors, private providers and public health staff who are successful at eliciting and 
notifying spouses and partners. It can also be used to provide benchmarks against which 
struggling providers and programs can measure themselves. 

There may be reasons why a successful notification program may elicit and notify few 
partners. Some newly identified HIV cases may elicit few contacts because the individual 
may have had a limited number of partners. Similarly, notification efforts are affected by 
the quality of elicited information, which is impacted by the time period between an 
individual’s last contact with a partner and the date they are asked for information. 
Memory is fallible, and people move, change names and die. 

The fallibility of data aside, data collection can help recognize successful efforts, 
encourage providers, counselors and others involved with notification, and help identify 
areas for improvement in elicitation and notification. 

We recommend that CDC encourage the development and use of data collection systems 
for spouse and partner elicitation and notification. The agency should facilitate the 
development of pilot and full-scale data collection programs by informing States of key 
data elements and collection procedures, by identifying successful State data collection 
efforts and by facilitating information sharing between States on notification data 
collection issues. 

Although some States do conduct their notification programs in conjunction with their 
HIV surveillance efforts, data collection does not require the collection and storage of 
partner names or identifying information. Most States which collect elicitation and 
notification data aggregate their information in order to get a sense of trends and 
successes. Analysis of this data does not call for personal information on index cases or 
partners, as indicated by the work of one State which completely separates its HIV 
surveillance data from its elicitation and notification information. 


Comments on implementation costs 

The OIG recognizes that our recommendations have costs to States and the Federal 
government. The publicity and trainings we recommend require State and local partner 
notification staff to be hired and trained and private providers to be trained and included in 
public program efforts. Successful public awareness programs will increase costs 
associated both with locating, counseling and interviewing HIV-infected persons and their 
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partners and with program administration. Successful campaigns will encourage more 
providers to refer patients to participate in partner notification efforts. Additionally, 
instituting data collection programs could significantly increase costs to local. State and 
Federal governments. 

We are uncertain of the cost of fully implementing the recommendations we have made. 
Few cost estimates exist on partner notification. In 1997, CDC estimated that fully 
implementing partner notification services using existing notification guidelines would 
require an additional national outlay of at least $20-30 million. This amount does not 
include the cost of establishing State data collection systems or conducting targeted public 
awareness campaigns. Additionally, CDC notes that resources to perform a 
comprehensive PCRS program are inadequate to meet current needs. The CDC estimates 
that the cost of implementing OIG’s above recommendations would require an outlay 
which is two to three times current resources. 

The OIG recognizes the substantial costs involved in the development and use of data 
collection systems and the implementation of public awareness campaigns. Our 
recommendations are contingent on the availability of funding for such efforts. 
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AGENCY COMMENTS 


We would like to thank the Centers for Disease Control and Prevention and the Health Resources 
and Services Administration for commenting on the draft of this report. 

The Centers for Disease Control and Prevention suggested some additions and a change to the 
first recommendation. Based on their comments, some changes and clarifications were made to 
this report. In particular, at their suggestion we have attached their guidance to State public 
health officials regarding certification of compliance with the spousal notification requirement. 
These guidelines provide examples of principles and practices that constitute a “good faith effort” 
for certification. The full text of their comments is attached. 

The Health Resources and Services Administration concurred with our recommendations and had 
no additional comments. 
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Centers for Disease Control and Prevention 
Comments on the Draft Report 


DEPARTMENT OF HEALTH & HUMAN SERVICES 


Public Health Service 
Centers tor Disease Contrcd 
an6 Prevention (CDC> 

Memorandum 


JUL 2 6 iS99 

Acting Director, Office of Program Sofn^rort 


CDC Comments on the Office of Evaluation and Inspection. Draft Report, “The Ryan White 
CARE Act: Implementation of the Spousal Notification Requirement” (OEl-05-98-00391) 

June Gibbs Brown 
Inspector General 


Thank you for the opportunity lo review the draft report- In general, the report accurately 
describes the steps taken by CDC to certify states’ implementation of spousal notification 
procedures required by the Ryan White CARE Reauthorization Act of 1 996. It shows that 
CDC followed the law and used reasonable procedures. It also frames the statute’s spousal 
notification requirements in the larger context of states’ ongoing partner notification efforts. 
Below for your consideration are additional comments on the report. 

1. CDC Approval Process : The draft report makes reference to the guidance document that 
CDC sent the states prior to the certification process, but does not provide the text of CDC’s 
statement of minimal public health principles and practices that constitute a “good faith” 
spousal notification effort. There has been much confusion and some misunderstanding on 
the good faith concept, but this CDC statement has held up well and remains a key concept in 
the process. A copy of these principles should, at the minimum, be attached or appended lo 
the final report. T^e OIG ha.s previously been provided with a copy of these principles. 

2. The words, eliciiation and notification, used in describing what was called partner 
notification are too limited, Although they arc important component of the service, now 
more properly referred to as Parmer Counseling and Referral Services (PCRS), the concept 
that workers merely elicit names and then perform notification service.^ is short sighted. The 
counseling activities are extremely important to a complete understanding of the client's risk 
and to develop a client-centered strategy to prevent further transmission of HIV. Counseling 
has to come first and takes time, effort, training and resources. Counseling is of 
immeasurable value in understanding how the infection was acquired, identifying others who 
might be at risk, and imparting information for understanding and minimizing risky 
behaviors. A client who understands his/her risks, and the potential dangers they pose to 
others, is much more likely to participate fully in referring others for counseling and testing. 
Likewise, the section of the report that describes notification efforlB fails to address the 
related prevention outcomes. In cases where the partner has not become infected, such 
notification often has a beneficial prevention effect that reduces future risk practices and 
involves the couple in informational counseling and education. 
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Centers for Disease Control and Prevention 
Comments on the Draft Report 


Page 2 ' June Gibbs Brown 

3. Comments on Imnlementation Costs : The draft report does not adequately address the 
cost of a comprehensive PCRS program, and does not seriously mention cost until p^e 22. 
The additional costs noted there, however, are two or three times the amount current 
resources. Resources to perform PCRS are inadequate to meet current needs; increasing 
notification, examination and counseling standards for partners will require larger 
expenditures to improve the quantity and quality of those .services. 

4. RECOMMENDATIONS : The suggestion to stage a public information campaign needs 
refining. While CDC wants to increase the number of persons who know their HIV 
serostatus, programs publicizing PCRS for the general public run the real risk of crowding 
counseling and testing sites with legions of the ‘\vorTied well,” This clogs the system for 
persons who are truly at high risk, consumes precious resources, and results in a degradation 
of the entire scope of PCRS services. Information on counseling and partner notification 
services should be targeted to segments of the population who are much more likely to 
encounter these programs. In general, the most cost-effective opportunity to expound the 
value of these services occurs when a partner is being notified of his/her exposure, or when a 
positive client is offered PCRS during his/her counseling service. A friendly, well-trained 
health worker can tailor the message to fit the location, urgency and circumstances of clients 
and/or their partners. 

Please contact Carolyn Russell, Director, Management Analysis and Services OFTice, (404) 
639-0440, if you should have any questions regarding these comments. 
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APPENDIX B 


CDC Guidance to State Public Health Officials Regarding 
Certifications of Compliance with Public Law 104-146 

Centers for Disease Control and Prevention (CDC) and Health Resources and Services 
Administration (HRSA) 

Examples of Principles and Practices Regarding HIV Spousal Notification that Constitute 

a Good Faith Effort 

SUMMARY: On May 20, 1996, the Ryan White CARE Reauthorization Act was signed into law 
(P.L. 104-146). Section 8(a) requires that States take “administrative or legislative action to 
require that a good faith effort be made to notify a spouse of a known HIV-infected patient that 
such spouse may have been exposed to the human immunodeficiency virus and should seek 
testing.” Under this section, States that fail to take administrative or legislative action will be 
ineligible to receive grant funds under Part B of the Ryan White CARE Act administered by 
HRSA. 

Currently, CDC requires all health department recipients of HIV prevention funding to “establish 
standards and implement procedures for partner notification consistent with State/local needs, 
priorities, and resource availability.” 

States must certify to CDC that they have taken the administrative or legislative actions necessary 
to require a good faith effort to ensure that spouses of known HIV-infected individuals are 
notified of their possible exposure to HIV and referred for testing. 

All identifying information regarding HIV-infected patients and spouses must be kept confidential. 
No personally identifying information shall be disclosed unless required by State law or political 
subdivision, or unless the individual provides written, voluntary informed consent. Anonymous 
HIV testing does not preclude effective partner or spousal notification. Unless prohibited by 
State law or regulation, reasonable opportunities to receive HIV-antibody counseling and testing 
services anonymously should continue to be offered. Anonymous testing services may encourage 
some persons at risk of HIV, who might otherwise be reluctant to be tested, to seek testing. 

The following are examples of public health principles and practices that constitute a “good faith” 
spousal notification effort by States. States should review these examples, but are not limited to 
them in considering which policies, systems, or actions will be appropriate for their jurisdictions. 
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APPENDIX C 


Spouse and Partner Notification Activities: State Level Data 


1 . Individuals reported to the State on or after April 1, 1997, as diagnosed with AIDS (or 
HIV infection in States requiring HlV-infection reporting by law or regulation), if not 
already determined by the reporting health care provider, each such individual shall be a) 
asked if they have, or have had, a spouse (defined by this law as “any individual who is the 
marriage partner of an HIV-infected patient, or who has been the marriage partner of that 
patient at any time within the 10-year period prior to diagnosis of HIV infection”), and b) 
informed that he or she should notify their spouse, or former spouse(s), of the potential 
exposure to HIV. 

2. Reasonable efforts must be made to determine if each HIV-infected individual intends to 
notify his or her spouse of their possible exposure to HIV or agrees to have a qualified 
health care provider notify them. In situations where the HIV-infected individual reports 
that he or she intends to notify the spouse, culturally competent counseling and 
educational services on the following issues should be available— how to make the 
notification, how to preserve confidentiality of both the individual and the spouse, how 
HIV infection and transmission can be prevented, and how the spouse can access testing, 
other prevention services, and treatment, if the HIV-infected individual is unable or 
unwilling to notify his or her spouse, culturally competent services should be available 
from the provider or the health department to do so. Unless covered by existing law, 
policy, or regulation. States should develop policies that address situations involving HIV- 
infected individuals who do not plan to notify their spouses and who refuse health 
department assistance. In developing these laws, policies, or regulations, States should 
consider guidance contained in Guide to Public Health Practice: HIV Partner 
Notification Strategies (Association of State and Territorial Health Officials, et. al., 1988). 
Notification is not necessary in situations where, in the judgement of public health 
officials, there has been no sexual exposure of a spouse to a known HIV-infected 
individual during the relevant time frame. 

3. Reasonable procedures to ensure that notified spouses receive referrals for HIV testing, 
other prevention services, and treatment should be implemented. 

4. Health departments that document spousal notification policies and practices of public and 
private health care providers reporting AIDS and HIV that meet State requirements or 
establish agreements with them for this purpose need not directly contact every HIV- 
infected individual reported by such providers for purposes of spousal notification. 

Table 1 : State Spousal Notification Efforts - Actions Described in Certifications 32 
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Spouse and Partner Notification Activities: State Level Data 


Table 2: Barriers to Spousal Notification and State Solutions 35 

Table 3: Data Collection in the 1 1 Sampled States 38 
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Spouse and Partner Notification Activities: State Level Data 

Table 1: State Spousal Notification Efforts - Actions Described in Certifications^ 


Action Description 


State/States 

Allow Notification 

This includes: freedom from liability 
for notification and active 
responsibility to make a good faith 
effort to notify or facilitate 
notification. 

Legislative 

AL AZ CT DE GA HI ID IL IN lA 
KS K,Y LA ME MD MI MS MO 

NH NY OH R1 SC TN UT VA WI 
WY 

Administrative 

AL AK AZ AR CA CO DE DC FL 

IN MAMNMTNENV NH NJ NM 
NY NC ND OK OR PA SD TX VT 
WA WV 

Require or Offer Counseling 

ON Notification 

Most, if not all, States appear to do 
this to some degree, but not all 

States codify this in law. Other 

States have policies regarding 
notification counseling, but not all 
have noted these policies in their 
certifications. 

Legislative 

AL FL MD MS NY VA 

Administrative 

AL AK AR CO CT DE DC GA HI 

IL IN lA KS MA MI MN MO MT 
NV NH N.I NM OH OK OR SD TN 
TX UT VT WA WV Wl 

Outline Provider and Public 
Health Staff Participation 
Some States put an affirmative duty 
on the public health department, 
private physicians or the person 
performing post-test counseling to 
carry out notification. 

Legislative 

AL AK CT ID MD Ml MS NV NH 
NC SC WY 

Administrative 

AZ CO DE DC FL HI IN lA KS KY 
LA ME MA MN MT NV NH NJ 

NM NC ND OH OK SD TX UT VT 
VA WY Wl 


^This table is based on information provided to the CDC by States. Some State certifications contained 
attachments which were not available to OIG during our analysis. Any information contained in such an 
attachment may be missing from the information provided in this table. 
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APPENDIX C 


Spouse and Partner Notification Activities: State Level Data 


Table 1: State Spousal Notification Efforts - Actions Described in Certifications, continued 


Action Description 

Action Type 

State/States 

Report HIV Cases for Public 

Legislative 

AK MS MO NY‘ 

Follow Up 

Administrative 

CO’ CT lA MN NH OK SC SD 

WV* WI 

Require Verification of a 

Legislative 

OK 

Index Case 

Administrative 

AL CO MN TO WV WI 

Ensure Confidentiality 

Legislative 

CACTNY VA 


Administrative 

CO DE DC ID LA MA MX NJ NM 
NC OH OK SD TO TX WY 

Utilize CDC Guidelines, 

Forms 

Administrative 

AL AK AR ID NH 

Revise Notification Laws, 
Policies, Guidelines to 

Legislative 

MD 

Address Spousal 

Requirements 

Administrative 

AK AZ CA’ CO DE FL lA KS KY 
NE LA MA MI MO MT NV NH 

NM NY ND OR PA RI SC TX UT 
WA WV WI WY 


‘’This is part of the new iaw under implementation in New York. 

^Verification is performed if the HIV-positive individual agrees to participate in notification and wants to 
notify their spouse/partner on their own. 

®Follow-up occurs for persons tested in the private sector. Persons tested in the public sector 
automatically receive notification counseling. 

'^The State encourages local programs to change the language in their guidelines, policies, etc. to address 
spousal notification issues. 
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Spouse and Partner Notification Activities: State Level Data 

Table 1: State Spousal Notification Efforts - Actions Described in Certifications, continued 


Action Description 

Action Tvpe 

State/States 

Discuss Spouses and Partners 
These State certifications specifically 
indicate that HIV counseling 
includes discussion of both 
individuals’ partners and spouses 
and notification issues generally.'° 

Administrative 

AL AK AR CO CT DE DC FL HI 

IL IN lA KS KY LA ME MA MI 

MN MS MO MT NE N V NH NJ 

NM ND OH OK OR SD TN TX VA 
WA WV WI 

Amend Contracts and 
Memorandas of 

Understanding (MOUs) 

Administrative 

AL AK AZ CA CO CT DC FL HI 

ID IL IN KS LA MA MO MT NE 

NV NH NM ND OH OR PA TX 

UT WV WI 

Publicize Rules, Laws, 

Policies 

Administrative 

AL AK AZ AR CA CO CT DE DC 

FL HI IL IN KS KY LA ME MD 

MI MN MS MT NE NV NH NM 

NY ND OH OR PA TX UT WV WI 

Revise Training and Training 
Materials 

Administrative 

AK AZ CA IN KY MA NV NM NY 
R1 TX WA 


’^Although State programs generally require or encourage this in their counseling guidelines, not all 
States mentioned it in their certifications. 
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Spouse and Partner Notification Activities: State Level Data 


Table 2: Barriers to Spousal Notification and State Solutions 


Issue 

Description 

State Solutions 

Legislative and 
Administrative 
Barriers 

State laws (including patient 
confidentiality laws) limit who may 
be informed of a person’s HIV status 
and how such notification can occur. 

Address both patient confidentiality concerns 
and public health protection by involving 
newly diagnosed individuals in the notification 
process. 


Most States require that the identity 
of the index case not be revealed 
through HIV notification. 

Require counselors and providers to first try to 
gain patient consent before proceeding with 
notification without patient consent. 


Some States’ administrative rules or 
policies disallow partner notification 
without patient consent. 

If a tested individual refuses to cooperate, the 
provider must inform the person that they will 
notify. The patient’s wishes regarding 
whether the provider or State public health 
staff will conduct the notification must also be 
followed. 

Fitting 

Notification into 
State Structure 

States’ partner elicitation and 
notification programs are often 
shaped by Stales’ HIV prevalence and 
the structure of their State and local 
governments. 

Designing a program without taking 
local issues, strengths and 
weaknesses into account will hinder 
program success. 

States with high HIV prevalence: Structure the 
notification program around existing service 
providers and testing sites. With many 
HIV-positive individuals, the cost of a 
program not tied to existing structures may 
otherwise be prohibitive. 

States with low HIV prevalence: Augment 
efforts by State-funded staff with private HIV 
test site counselors trained to elicit names. 



County autonomy: Develop a framework 
notification program within which each 
county can develop program details to fit the 
locality. Each county designs its notification 
program; the State can offer training to local 
HIV counselors and notification staff. 
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Spouse and Partner Notification Activities: State Level Data 

Table 2: Barriers to Spousal Notification and State Solutions, continued 


Issue 

Description 

State Solutions 

Physicians and 
Elicitation 

The Hippocratic oath orders 
physicians to “tet! no secret” obtained 
through the therapeutic relationship. 

Physicians vary in their ability and 
motivation to ask patients about their 
partners; many private physicians do 
not have the time or inclination to 
elicit names. 

Many physicians test only a few 
patients a year and are not practiced 
in HIV counseling and name 
elicitation. 

Encourage physician participation by 
following up with providers who test 
individuals for HIV. Ask providers to return 
forms indicating their elicitation efforts. 
State-hired nurses who conduct follow-up 
work with physicians reporting HIV cases. 

Offer HIV counseling training to private and 
public counseling and testing staff. Make 
completion of a training program mandatory 
for anyone providing HIV counseling and 
testing. Encourage participation in the 
notification process by increasing providers’ 
notification-related knowledge and skill base. 

Counselors and 
Elicitation 

Many HIV counselors are hesitant to 
push patients to elicit partners, as 
they do not want to alienate the 
patient. 

Many counselors do not want to 
broach topics which may impact the 
patient's willingness to return for 
services. 

Some providers may not entirely 
understand the partner notification 
process. 

Stress counselor training and a “corporate 
culture” in which partner notification is 
understood and valued. 

Counselors, physicians and those managing 
test facilities must recognize the Importance of 
partner notification and understand the central 
role elicitation plays in that process. 

Counselors’ skills and the relationships they 
establish with the community are key to 
successful notification efforts. A skilled 
counselor establishes a rapport with a client 
and clearly explains the benefits of 
notification. This can greatly improve the 
affected individual’s willingness to reveal 
behaviors and names to an individual the 
client has just met. 
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Spouse and Partner Notification Activities: State Level Data 

Table 2: Barriers to Spousal Notification and State Solutions, continued 


Issue 

Description 

State Solutions 

Patients 

HIV notification can usually only 
proceed with the client’s consent and 
cooperation. A client may not be able 
or willing to discuss partners wdiile 
digesting HIV test results. 

Patients may lack information about 
partners from longer time periods or 
may refuse to identify spouses due to 
domestic violence concerns. 

Clearly identify notification as a voluntary 
process. Market spouse and partner 
notification as a service rather than an 
imposition. Require post-test counseling to 
include a discussion of the benefits of 
notification, a description of the process and 
an explanation of available services and 
participation options. 
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Spouse and Partner Notification Activities: State Level Data 


Table 3: Data Collection in the 11 Sampled States 


Type of Data Collected 

States 

Number of newly identified index cases eligible for post-test interview 

FL MO NJ NC 

Number of index cases which result in a notification discussion 

FL MO NJ NY 

NC 

Number of index cases which result in spouse or partner elicitation* 

FL NJ NC 

Number of contact notifications that were spousal notifications 

NJ 

Number of index cases interviewed within specific time frames 

FL NC 

Average contact index (average number of contacts elicited per interview) 

MO NJ NC 

Total number of contacts elicited from all interviews 

FL MONJNC 

Number of elicited partners who were notified within a certain time period 

FLNJNC 

Number of elicited partners who were not contacted or notified 

FL NJ NC 

^DisgositionofHlV_tes^admmisKred^ojjiotifiedj^use^or_£artner_^_^_^^^^ 

FL NJ 


Notes: 

*This category differs from the previous one in that Missouri and New York monitor whether a notification 
discussion occurred, not whether contacts were elicited. !i can be assumed that if contacts were elicited, a 
discussion occurred. Thus, some Slates listed as tracking information in this category are also listed as tracking 
information in the “Number of cases which result in a notification discussion” category. 

Florida * Cases are tracked by “closed” cases only. Cases which do not result in an interview are sorted by reason 
for lack of interview - “refused interview”, “unable to locale” and “other”. The State also notes how many contacts 
are “new” partners. Of the new partners, the interview activity report records how many have had a previous 
negative HIV test, how many have not been tested and how many refused to be tested. 

Missouri - A “new” case is one which has not been previously reported to the State. All newly reported HIV cases 
are interviewed, unless a physician specifically indicates that die patient should not be contacted. The interview 
consists of spouse and partner elicitation and referral to HIV care services. 

North Carolina - Monthly Epidemiologic Case Reports also track the number of cases which do not result in an 
elicitation interview and the number of cases with no contact named. All the information is tracked for HIV cases 
and AIDS cases. The data is also broken out by gender of the index case. 
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Appendix II: State Approaches to Identifying 
and Notifying Partners of HIV-Infected 
Individuals of Possible HIV Exposure 


Research suggests that most new HIV infections originate from HIV- 
infected persons not yet aware of their infection.' This emphasizes the 
need to identify HIV-infected persons and link them with appropriate 
services as soon as possible. The Ryan White CARE Act Amendments of 
1996 provided for states to take action to require a good faith effort be 
made to notify spouses who may have been exposed to HIV." Partner 
counseling and referral services (PCRS) assist HIV-infected persons with 
notifying their partners, including spouses, of their exposure to HIV.’ This 
appendix provides information on state approaches to identifying and 
notifying partners of HIV-infected individuals of possible HIV exposure. 


Background 


In 1996, legislation amending the CARE Act abo prohibited CARE Act 
grants to any state that did not take administrative or legislative action to 
require that a good faith effort be made to notify the spouse of an HIV- 
infected individual that he or she may have been exposed to HIV and 
should seek testing. CDC, in coordination with the Health Resources and 
Services Administration (HRSA), took the lead in determining state 
compliance with the requirement. In December 1996, CDC asked the states 
to certify compliance with the spousal notification requirement and to 
submit a summary of additional actions taken or planned for assuring that 
a good faith effort is made to notify spouses of a known HIV-infected 
person. Because states had been administering partner notification 
programs that included spouses for years, particularly programs for 
syphilis and other sexually transmitted diseases (STD), the actions states 
certified were both ongoing efforts and additions to their PCRS programs 
that were designed to specifically address the spousal notification 


‘G, Marks, N. Crepaz, J. W. SerUerfitt, and R. S. Janssen, "United States: Mela-Ai\alysis of 
High-Risk Sexual Behavior in Persons Av^are and Unaware They Are Infected with HIV in 
the United States.” Journal of Acquired Immune Deficiency Syndromes, vol. 39, no, 4 
(2005). 

^ub. L. No. 104-146, § 8. 1 10 Stat 1346, 1372 (codified at 42 U.S.C, § 300ff-27a (2000)). The 
.statute defines a spouse as “any individual who is the married partner of an HIV-infected 
patient, or who has been the married partner of that patient at any time within the 10-year 
period prior to the diagnosis of HIV infection." 

’CDC’s PCRS guidance for HIV defines PCRS as a prevention activity with the goals of 
(1) providing services to THV-infected persons and their sex and needle-sharing partners so 
they can avoid infection or prevent transmission to others, and (2) helping partners gain 
earlier access to individualized counseling, HIV testing, medical evaluation, treatment, and 
other prevention services. 
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Appendix 11: State Approaches to Identifying 
and Notifyij^ Partners of HIV-Infected 
Individuals of Possible HIV Exposure 


requirements. In 1997, CDC approved the certifications of compliance 
submitted by all states, the District of Columbia, and five territories. ' 

In August 1999, the Department of Health and Human Services’ (HHS) 
Office of Inspector General Issued a report on state implementation of 
their CDC-approved plans for the spousal notification requirement." The 
HHS Inspector Genera! reported that all 11 sampled states had foUovt'ed up 
on the actions reported to and approved by CDC for compliance with the 
spousal notification requirement. For example, states were revising 
training materials, revising counseling guidelines, and retraining 
counselors based on the spousal notification requirement. Also, several 
states were undertaking promising notification efforts, according to the 
report.. The HHS Inspector General recommended that states make 
additional efforts to ensure maximum notification while ensuring 
confidentiality. 


States Use Various 
Approaches to Elicit 
Information and 
Notify Partners of 
Possible HIV 
Exposure 


We contacted 12 states to determine what approaches they use to identify 
and notify partners of HIV-infected individuals.” These 12 states said they 
use various approaches in conducting HIV partner notification activities as 
pait of their PCRS programs. These activities include eliciting partner 
information from known HIV-infected individuals — referred to as index 
cases’ — and notifying the partners of their possible exposure to the virus. 
The states use a variety of entities and individuals trained to conduct these 
activities. Of the 12 states we contacted, 10 have statutory or regulatory 
provisions that require or permit certain health care entities or workers to 
notify partners without the consent of the index case. Some states 
reported integrating their HIV activities with established programs that are 
focused on ^q>hilis and other STDs. 


’The five territories included Guam, the Northern Mariana Islands, the Republic of Palau, 
the Commonwealth of Puerto Rico, and the Virgin blands. 

’Department of Health and Human Services Office of Inspector General, The Ryan White 
CARE Act: Implementation of the Spousai Notification Requirement (Washington, D.C.; 
Department of Health and Human Services, 1999). 

"The 12 states we contacted were California, Connecticut, Florida, Kentucky, 
Massachusetts, Minnesota, Missouri, New York, North Carolina, Pennsylvania, Texas, arid 
Washington. 

’index case is a generic tenn for a person wlio hits tested positive for HIV and is asked to 
name spouses and partners at Ute start of the notificatioii process. 
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and Notifying Partners of HlV-lnfectcd 
Individuals of PossUtle HIV Exposure 


States Conduct HIV 
Partner Notification 
Activities Using a Variety 
of Trained Workers 


Officials from all 12 states we contacted reported having PCRS programs 
that include eliciting information about the partners of individuals known 
to be infected with HIV, notifying the partners of their possible exposure 
to the virus, and providing the partners with counseling and testing 
services. Officials in all 12 states said that they use public health care 
workers known as disease intervention specialists for conducting partner 
notification activities.® Four states also use physicians; three states use 
community-based organizations; one state uses staff at counseling and 
testing sites; and one state uses staff working in jails to help conduct 
partner notification activities. 


Officials from all 12 states told us that the state provides training for the 
individuals who conduct partner notification activities for their PCRS 
programs. These individuals are trained to use various techniques for 
eliciting information from index cases, their partners, and their social 
associates, and for notifying partners of their possible exposure to HIV or 
other communicable diseases. Officials from all 12 states said they provide 
CDC'developed training and other training for disease intervention 
specialists.® In addition, some state officials said they provide training to 
other groups that are involved in PCRS. For example, New York officials 
said that the state department of health conducts PCRS training with a 
variety of groups, including community-based organizations and staff 
working in jails, to improve their skills in eliciting information about 
partners. Massachusetts officials told us that they were training 
community-based organization staff in how to elicit partner information 
and notify exposed partners in an effort to integrate them into prevention 
services, and California officials said that they were training staff working 
at community-based organizations and disease counseling and testing 
sites. 


"Disease intervention specialists interview patients, at-risk individuals, and those infected 
with STDs (including HTV). and ensure appropriate examination, treatment, and foUow-up 
to persons exposed or infected with an CTD, Pennsylvania uses its field staff to perform 
duties similar to those of disease intervention specialists in other states. In this report, we 
refer to these Pennsylvania field staff as disease intervention specialists. 

®CDC training include courses such as Introduction to STD Intervention, Fundamentals of 
STD Intervention, and HIV' Partner Counseling and Referral Services. 


Page 51 


GAO-06-646 AIDS Drug Assistance Programs 



250 


Appendix 11: State Approaches to identifying 
and Notifyii^ Partaei« of mV-lnfected 
Individuals of Possible HIV Exposure 


States Primarily Use 
Interviews to Identify 
Partners and Various 
Methods to Notify Them of 
Their Possible Exposure to 
HIV 


Once partners are identified, states primarily use three CDC-suggested 
methods to notify them of their possible exposure to HIV.'® These methods 
are (I) client self-referral, in which index cases notify partners, 

(2) contract referral, in which a time frame is negotiated and agreed to 
with index cases for them to notify partners, and (3) provider referral, in 
which the health care provider or health department conducts the follow- 
up with partners. 

In all 12 states we contacted, index cases retain the option of notifying 
their partners that they have exposed them to HIV. Although they have this 
option, index cases may prefer to receive assistance from individuals 
trained in partner notification. For example, North Carolina officials said 
that most index cases prefer to have trained disease intervention 
specialists do the notification on their behalf because of concerns with 
confronting their partners about their HIV infection and having exposed 
them to the virus. WTien index cases opt to notify their partners, it is 


Generally, all 12 states use similar methods to obtain identifying 
information about partners of pereons known to be infected with HIV and 
notifying the partners of their possible exposure to the virus. The states 
elicit information about HIV-exposed partnere primarily through 
interviewing the index cases about their direct sex and needle-sharing 
partners. Some states also use interviews and a technique called clustering 
to identify social associates of the index case that may be at risk of 
exposure to HIV. In clustering, states may try to obtain information about 
things such as buildings where drug use occurs or other venues frequented 
by HIV-infected individuals. Because participation in PCRS is voluntary, 
some index cases may opt not to participate and may not provide 
information about their partners and other contacts. For example, New 
York officials we contacted said that the proportion of HIV index cases 
that do not provide partner identifying information is quite high. They do 
not know what percent of index cases refuse to divulge the information 
vei^us the health care provider’s failure to ask or record the information. 

In 2003, New York City health care providers submitted 5,213 reports to 
the city’s HIV Epidemiology Program that were completed on patients with 
a new diagnosis of HIV. Seventy-five percent of the reports did not list a 
partner of the newly diagnosed HIV-positive patients. 


'^Centers for Disease Control and Prevention, Program Operations Guidelines for STD 
Prevention: Partner Services (Atlanta, Ga.: Centers for Disease Control and Prevention, 
2001). 
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difficult for the health department to track whether partners indeed have 
been notified. Eight of the 12 states negotiate agreements with index cases 
that include, for example, that index cases will notify their partners by a 
certain date or the state may notify the partners. In Connecticut, such 
agreements are in writing and outline how partners will be informed, how 
it will be confirmed that partners were notified, and what follow-up is 
required when partner counseling and referral services are not provided. 

In all 12 states, health care providers or workers may notify partners. With 
this CDC-suggested method, index cases request provider assistance with 
partner notification and may give the provider identifying information 
such as addresses and phone numbers to follow-up with their partners. 
Research suggests that the use of health care providers or workers is more 
effective than the index cases notifying partners of their possible exposure 
to Hrv.“ 

Of the 12 states we contacted that conduct partner notifications, 10 have 
statutory or regulatory provisions that require or permit certain health 
care workers or entities, such as physicians and health departments, to 
notify partners, including spouses, of their possible exposure to HIV 
without the consent of the index case.'* In New York, North Carolina, and 
Texas, statutory or regulatory provisions require that public health 
officials or health departments notify partners, including spouses,*'' of their 
possible exposure to HIV. In California, Connecticut, Florida, Kentucky, 
Missouri, New York, Pennsylvania, and Washington the provisions permit 
health care providers, public health officials, or health departments to 
notify partners, including spouses, of their possible exposure to HIV.** In 
California where physicians are permitted to notify partners, a California 


"Suzanne E. Undls et at, "Resulls of a Randomized Trial of Partner Notification in Cases 
of HIV Infection in North Carolina," The New England Journal qf Medicine, vol, 326, no. 2, 
i0l-l06{l^). Beth A. Macke and Julie E. Maher, “Partner Notification in the United 
States; An Evidence-Based Review,” American Journal of Inventive Medicine, vol 17, 
no. 3, 230-242, (1999). 

'*in some of these states, physicians or health departments may notify partners only when 
certain conditions are met, such as when the index case has been advised to notify partners 
but refuses. Some states have provisions ateo permitting parties other than health care 
providers or health departnients to notify part ners. 

* ’The North Carolina provision applies only to notification of spouses; state officials lold us 
(hat they generally notify partners with the consent of the index case. 

”One New York provision requires public health officials to notify partners; another 
permits physicians to notUy partners. 
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official told US that the health department is trying to get; physicians more 
involved in partner notification but said that generally physicians do not 
have the time or staff to conduct the notifications. In the remaining 2 
states — Massachusetts and Minnesota — pubiic health officials or health 
departments may notify partners, including spouses, only with the consent 
of the index case. Moreover, Massachusetts has an HlV-specific 
confidentiality provision that explicitly prohibits health care providers and 
facilities from disclosing an individual's name or HIV test results without 
the individual’s written informed consent. Massachusetts officials said that 
they believe the number of partners notified is lower in states with strict 
confidentiality laws compared to states without strict laws. 

Some states use the Internet as a tool for contacting and notifying partners 
of known HIV-infected individuals. A California official told us that the 
Internet provides a new opportunity to facilitate partner notification. 
Officials from Minnesota, Missouri, Pennsylvania, and Texas said they 
obtain information, such as Web site addresses and associated chat rooms 
that partners use, partners’ screen names, and e-mail addresses, from 
index cases and use the Internet to initiate contact and send messages to 
partners. Officials from three states expressed concern about using the 
Internet and visiting certain Web sites to contact partners because of 
confidentiality concerns or provisions that prohibit employees from 
visiting sexually-oriented sites. The extent to which states use the Internet 
for HIV partner notification varies. For example, Kentucky, New York, and 
Washington State officials said that their use of the Internet is limited to 
certain geographic areas within the state. 

After partners are contacted and notified about their possible exposure to 
HIV, they are usually counseled about HIV and offered testing. CDC 
guidelines state that counseling should consist of providing a description 
of the ways in which HIV is transmitted, the importance of obtaining test 
results, the meaning of HIV test results, and ways to prevent future 
exposure to HIV. Officials from all 12 states we contacted said that disease 
intervention specialists that notify partners of their possible exposure to a 
communicable disease encourage them to get tested. Officials from these 
states said that when partners have been exposed to more than one 
communicable disease, such as syphilis and HIV, they will encourage 
partners to get tested for both diseases. Officials in California and 
Connecticut told us that when index cases are co-infected and want health 
department assistance with informing their partners about possible 
exposure to syphilis but not HIV, the partners will not be told about their 
exposure to HIV. Instead, the partners may be told that the risk behavior 
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that exposed them to syphilis may have also exposed them to HIV and that 
getting tested for both is recommended. 

The participation of HIV index cases and partners in PCRS program 
activities varies among the states. As previously mentioned, participation 
in state PCRS is voluntary. New York officials told us that the number of 
index cases that do not provide partner identifying information is quite 
high, but they do not know what percentage of index cases refuse to 
divulge this information. Pennsylvania Department of Health officials told 
us that in 2004, Uiere were over 300 HIV-positive cases in the state, and 
that 89, or less than one-third, used PCRS. A California state official told 
us that because the state does not use name-based reporting of individuals 
diagnosed with HIV, the state is not able to track those who received 
partner services and how many actually got tested. PCRS data collected by 
CDC show wide variability in elicitation and notification activities among 
states. Among 10 of the 12 states in our review,*” CDC data for 2002 show 
that the percentage of index cases interviewed for PCRS ranged from 
about 46 percent to 100 percent. Similarly, the percentage of partners 
elicited who were located and notified ranged from about 42 percent to 
83 percent. Among partners who were located and notified, about 
89 percent received counseling, and approximately 90 percent of partners 
who were counseled were then tested for HIV. 


Seven States Have 
Integrated HIV and STD 
Partner Notification 
Activities and Training 


Health officials from 7 of the 12 states we contacted said they have 
combined certain activities in their HIV and STD programs to facilitate 
partner notification. In these 7 states, staff that conduct partner 
notification are trained in notifying partners of their exposure to HIV and 
other STDs. For example, Texas state public health officials said that their 
PCRS program integrates HIV and STD activities. They said a large 
percentage of their HIV cases are also infected with syphilis, and disease 
intervention specialists that are trained in all STDs can notify partners of 
their exposure regardless of the disease. In Texas, local health 
departments that have separate HIV and STD units have been encouraged 
to consolidate their efforts. Florida officials said that information from a 
syphilis outbreak among men who have sex with men shows that in 2004, 
28 percent of these men were infected with HIV at the time they were 


'”CDC’s 2002 PCRS data did not include data from Massachusetts and Missouri, CDC told 
Hs that Massachusetts did not use its CE>C HIV prevention funds for PCRS so it was not 
required to report PCRS data. Missouri’s data did not pass CDC’s reliability tests. 
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diagnosed with syphilis. These officials said that from a resource 
standpoint, it does not make sense to have one person notify partners 
about their exposure to HIV and another person notify them about 
syphilis. Florida maximizes its resources by using the same staff to 
conduct all STD notifications. North Carolina health officials told us that 
their HIV and STD programs are totally integrated because it is hard to 
separate HIV and STD prevention efforts. North Carolina disease 
intervention specialists are trained in all STDs and can notify partners of 
their exposure to HIV and other STDs. Washington officials said that some, 
but not all, of their STD and HIV programs are integrated. In some 
jurisdictions the programs are divided while in others the staff is shared. 
They said that small health departments are more integrated because they 
cannot afford to have separate staff doing partner notification for the 
different diseases. 
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OKLAHOMA 
Phone: 202-224-5754 
Fax; 202-224-8008 
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laiitd States 


CHAIRMAN 

SuacoMMimE on Federal Financial Management, 
Government Information and 
Homeland Security 


WASHINGTON. DC 20510-3604 


COMMITTEE ON THE JUDICIARY 


May 22, 2006 

Daniel R. Levinson 
Inspector General 

U.S. Department of Health and Human Services 
Room 5541 Cohen Building 
330 Independence Avenue, S.W. 

Washington, D.C. 20201 

Dear Mr. Levinson, 

Thank you for your continued efforts to protect the integrity of Department of 
Health and Human Services (HHS) programs, as well as the health and welfare of the 
beneficiaries of those programs. I appreciate the dedication of you and your staff towards 
these ends. 

Ten years ago. Congress passed and President Clinton signed Public Law 104-146 
that would require, as a condition of state eligibility for federal Ryan White CARE Act 
funds, “a good faith effort be made to notify a spouse of a known HIV-infected patient 
that such spouse may have been exposed to HIV and should seek testing.” 

In explaining the provision when offered as an amendment in the U.S. Senate, the 
author — then-Senator Jesse Helms— stated that the intent was to ensure that “States are 
going to have to make a genuine and concerted effort” to ensure that spouses are 
“promptly notified” of possible HIV exposure by a current or previous spouse (pages 
S 1 0708 - S 1 0709 of the Congressional Record for July 26, 1 995). The amendment was 
overwhelming approved 98 to zero by the U.S. Senate and unanimously by the members 
of the House/Senate conference of which I was a member. 

As a practicing physician who has cared for a number of patients living with 
HIV/AIDS, I believe that confidential notification is a necessary and effective public 
health strategy that helps break the chain of transmission by alerting those at risk before 
they become infected and to ensure lifesaving treatment and secondary prevention to 
those who have already been infected. This is especially important for spouses who have 
no reason to suspect that they are at risk and therefore are unlikely to take any 
precautions to guard them against infection or to seek testing that could diagnose their 
condition and ensure access to treatment when it is most effective. There have been 
countless stories of women and men who became unknowingly infected by a partner or 
spouse who hid his or her status and the spouse only learned of the infection when 
diagnosed with an AIDS-defining illness, far too late to maximize the benefits of existing 
medical therapies or prevent perinatal transmission to their children. The 1 996 spousal 
notification law was intended to end tragedies such as these. 
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But that has not been the case because the law appears to never have been fully 
enacted. 

In a letter dated January 26, 1998, then-Secretary of Health and Human Services 
Secretary Donna E. Shalala stated that the Health Resources and Services Administration 
(HRS A) and the Centers for Disease Control and Prevention (CDC) jointly coordinated 
the implementation of this provision that went into effect April 1, 1997, 

According to Secretary Shalala’s letter, “examples of program principles and 
practices that CDC believes would minimally constitute a good-faith effort regarding 
HIV spousal notification were developed by CDC and HRSA in consultation with health 
department and community representatives and were provided to the States in their 
certification packages. These included the following; 

“For individuals reported to the State on or after April 1, 1997, as being diagnosed 
with AIDS (or HIV infection in States requiring HIV-infection reporting by law or 
regulation), if not already determined by the repotting health care provider, each such 
individual shall be: 

- asked if he or she has, or has had, a spouse (defined by this law as “any 
individual who is the marriage partner of an HIV-infected patient or who has been 
the marriage partner of an HIV-infected patient at any time within the 10-year 
period prior to diagnosis of HIV infection”); 

- informed that he or she should notify his or her spouse, or former spouses, of 
the potential exposure to HIV. 

“Reasonable efforts must be made to determine if each HIV-infected individual 
intends to notify his or her spouse of their possible exposure to HIV or agrees to have a 
qualified health care provider notify them. In situations where the HIV-infected 
individual reports that he or she intends to notify the spouse, culturally competent 
counseling and educational services on the following issues should be available: 

- how to make the notification; 

- how to preserve confidentiality of both the individual and the spouse; 

~ how HIV infection and transmission can be prevented; 

- how the spouse can access testing, other prevention services, and treatment. 

“If the HIV infected individual is unable or unwilling to notify his or her spouse, 
culturally competent services should be available from the provider or the health 
department to do so.” 
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Secretary Shalala’s letter further states, “Unless covered by existing law, policy, 
or regulation. States should develop policies that address situations involving HIV- 
infected individuals who do not plan to notify their spouses and who refuse health 
department assistance.” 

But the letter notes “CDC and HRSA agreed that appropriate State health agency 
officials should have the authority to define a ‘good faith effort’ for their jurisdictions” 
and that “as of February 1, 1997, CDC and HRSA had determined that all 50 states were 
essentially in compliance vdth Public Law 104-146.” 

In essence, HHS and the agencies abdicated their responsibilities to enforce the 
law and allowed states to “rubber stamp” their own compliance. 

In three follow-up letters between March and June 1998 to Secretary Shalala, I 
forwarded reported evidence in three separate states — ^New York, New Jersey and 
California — that spousal notification was being hindered by state laws and regulations. 

On June 25, 1998, Congressman Tom Bliley, the chairman of the U.S. House 
Committee on Commerce wrote to Secretary Shalala stating that “the Committee is 
becoming increasingly concerned that States are falling considerably short of complying 
with” the spousal notification law. 

On July 9, 1998, Secretary Shalala responded that “The Centers for Disease 
Control and Prevention (CDC) requires documentation that every state health official has 
certified that a good faith effort will be made to comply with the provisions of Public 
Law 104-146” and that “CDC relies on its State partners to ensure that materials 
submitted to CDC are accurate.” As noted previously, CDC allowed states to self-certify 
their own compliance. 

When pushed for additional evidence that spouses were in fact being notified of 
potential HIV-exposure, Dr. Claire V. Broome, Acting Director of the CDC responded in 
a letter dated September 17, 1998, that “State and local health departments do not have 
reporting systems in place that provide information on the number of spouses notified. 
Similarly, there is no national system for collecting comprehensive data on the number of 
spouses or other partners of HIV-infected individuals who are notified of their potential 
exposure to HIV.” 

On October 1, 1998, 1 sent a letter to then- Inspector General (IG) June Gibbs 
Brown to “request that the OIG conduct an investigation to determine if States are indeed 
conducting federal spousal notification as required under the Ryan White CARE Act 
Amendments of 1 996.” 

In a letter dated May 28, 1999, the IG stated that “there is little hard data to 
document the results of States’ notification efforts.” The IG’s final report was released in 
August 1 999, noting that “While States have taken action on their certifications, their 
efforts do not completely ensure that vulnerable people are always made aware of their 
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possible exposure to HIV. Based on our findings, additional efforts need to be 
undertaken to ensure maximum notification while ensuring confidentiality and meeting 
patients’ needs.” 

Last month, the Government Accountability Office (GAO) released a report 
analyzing the laws and policies of twelve states that found continuing shortcomings with 
state compliance of the federal spousal notification law. 

According to GAO, “In New York, North Carolina, and Texas, statutory or 
regulatory provisions require that public health officials or health departments notify 
partners, including spouses, of their possible exposure to HIV.” This is the intent of the 
federal law. 

However, GAO found that “In California, Connecticut, Florida, Kentucky, 
Missouri, New York, Pennsylvania, and Washington, the provisions permit health care 
providers, public health officials, or health departments to notify partners, including 
spouses, of their possible exposure to HIV.” This approach falls short of the legal 
requirement. The law states that HHS shall not make a grant to any State “unless such 
State takes administrative or legislative action to require that a good faith effort be made 
to notify a spouse of a known HIV-infected patient that such spouse may have been 
exposed to HIV.” The verb in the taw is “require,” not “permit.” 

Furthermore, GAO found that “In the remaining 2 states — Massachusetts and 
Minnesota — public health officials or health departments may notify partners, including 
spouses, only with the consent of index patient.” This is an overt violation of the federal 
law. 


In summary, an analysis of twelve states’ laws by GAO sound only three which 
appear to be complying with the federal condition for CARE Act funding yet all have 
been certified by CDC as being compliant. 

CDC staff dispute the GAO’s findings and claim that States are indeed complying 
with the federal law by making “good faith” efforts to notify spouses of HIV-infected 
individuals. 

The dubious nature in which States’ compliance were certified and the repeated 
findings by Congress, the HHS OIG, and GAO that States were not complying with the 
law raise serious and lingering questions. 

I request that the OIG conduct a thorough review of any actions the CDC and 
States took since the OIG issued its findings and recommendations in 1999 and an 
analysis of all State spousal notification laws to ensure that every State receiving funding 
under the Ryan White CARE Act is, in fact, complying with this federal law requiring 
notification of spouses of HIV-infected individuals as a condition of funding. 
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Additionally, I would request a separate examination of laws, in addition to the 
spousal notification law, that HHS and its agencies have allowed grantees to interpret and 
self-certify their own compliance. This practice is very worrisome because it may result 
in confusion, uncertainty, federal laws not being properly enacted or enforced, or the 
denial of rights and responsibilities. Lawmakers need to be assured that there is 
sufficient accountability and transparency of the laws we pass. 


If you have any questions, please do not hesitate to contact me. 
Sincerely, 



Tom A. Cobum, M.D. 

Chairman 

Subcommittee on Federal Financial Management, 
Government Information, & International Security 


cc; Honorable Michael O. Leavitt 
Secretary 

Lf.S. Department of Health and Human Services 
200 Independence Avenue, S.W. 

Washington, D.C. 20201 

Julie L. Gerberding, M.D., M.P.H. 

Director 

Centers for Disease Control and Prevention 
1600 Clifton Road, N.E. 

Atlanta, GA 30333 


Enclosures 
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Appendix 1 

Public Law 104-146 
SPOUSAL NOTIFICATION. 

(a) IN GENERAL.— The Secretary of Health and Human Services shall not make a grant 
under part B of title XXVI of the Public Health Service Act (42 U.S.C. 300ff-21 et. seq.) 
to any State unless such State takes administrative or legislative action to require that a 
good faith effort be made to notify a spouse of a known HIV-infected patient that such 
spouse may have been exposed to HIV and should seek testing. 

(b) DEFINITIONS.— For purposes of this section: 

(1) SPOUSE.— The term ‘spouse’ means any individual who is the 
marriage partner of an HIV-infected patient, or who has been the marriage 
partner of that patient at any time within the 1 0 year period prior to the 
diagnosis of HIV infection. 

(2) HIV-INFECTED PATIENT.-The term ‘HIV -infected patient’ 

means any individual who has been diagnosed to be infected with the human 
immunodeficiency virus. 

(3) STATE.-The term ‘State’ means any of the 50 States, the District 
of Columbia, or any territory of the United States. 
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Appendix 2 

Congressional Record' 

Senate - July 26, 1995 
S10708 -S10709 

AMENDMENT NO. 1853 

(PURPOSE: TO REQUIRE SPOUSAL NOTIFICATION IN CASES IN WHICH AN 
INDIVIDUAL IS DIAGNOSED WITH INFECTION WITH THE HUMAN 
IMMUNODEFICIENCY VIRUS) 

Mr. HELMS. Mr. President, I have some amendments to come before the Senate. I do not intend 
to second-degree anybody else's amendment, and I hope we can just have up-and-down votes and 
get this bill out of the way. 

Now, Mr. President, I send an amendment to the desk and ask it be stated. 

The PRESIDING OFFICER. The clerk will report. 

The legislative clerk read as follows: 

The Senator from North Carolina [Mr. Helms] proposes an amendment numbered 1853. 

Mr. HELMS. Mr. President, I ask unanimous consent that further reading of the amendment be 
dispensed with. 

The PRESIDING OFFICER. Without objection, it is so ordered. 

The amendment is as follows: 

At the end, add the following new section: 

SEC. . SPOUSAL NOTIFICATION. 

(a) Prohibition on the Use of Funds: The Secretary shall not make a grant under this Act to any 
State or political subdivision of any State, nor shall any other funds made available under this 
Act, be obligated or expended in any State unless such State takes administrative or legislative 
action to require that a good faith effort shall be made to notify a spouse of an AIDS-infected 
patient that such AIDS-infected patient is infected with the human immunodeficiency virus. 

(b) Definitions; As used in this section— 

(1) AIDS-Infected Patient: The term AIDS-infected patient' means any person who has been 
diagnosed by a physician or surgeon practicing medicine in such State to be infected with the 
human immunodeficiency virus. 

(2) State: The term 'State' means a State, the District of Columbia, or any territory of the United 
kates. 

(3) Spouse: The term 'spouse' means a person who is or at any time since December 31, 1976, 
has been the marriage partner of a person diagnosed as an AIDS-infected patient. 

(c) Effective Date: Subsection (a) shall lake effect with respect to a State on January 1 of the 
calendar year following the first regular session of the legislative body of such State that is 
convened following the date of enactment of this section. 

Mr. HELMS. Let me sum up this amendment. I think we had two votes against it the last time. 
This amendment requires that States receiving Federal funds for AIDS education and prevention 
take specific legislative and/or administrative steps to make sure that spouses— that is, the wife or 
husband— of an individual infected with the HIV/AIDS virus, that the spouse be promptly 
notified. 
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Let me say why I think we ought to vote on this ^in. Some years back, 2 or 3, 1 forget how long 
ago, there were several circumstances that led me to draft this amendment at that time. 

It began when I received a call from a young woman who worked on the House side of the 
Congress who said, 'Senator, my mother wants to come by and talk with you on a matter of 
confidence. She doesn't want you to ever use her name,' and I shall not. They came, a lovely lady 
and her beautiful daughter. I shall never forget that visit. The meeting did not last long. After the 
usual amenities-and I had no idea what the lady wanted to discuss--but after the usual amenities, 

I seated them. The three of us began to discuss why she had come and what I might be helpful to 
her about. 

At that point, tears welled up if that mother’s eyes as she began to tell the story. She took a deep 
breath and stated the bottom line. She had AIDS, she said, 'and I am dying.' Her bisexual 
husband, you see, had infected her with the AIDS virus. He had not informed her he was infected, 
and State law in her State forbade the family doctor from telling her— which I consider to be 
outrageous. 

Now, Mr. President, we hear so much about protecting the confidentiality of AIDS-infected 
patients, yet we hear nothing about the fatal consequences of confidentiality laws. The 
homosexuals march in Washington, and they demand their rights, but what about the rights of this 
lovely lady and the thousands of others like her, potentially, who, through no fault of their own, 
have become infected with the deadly AIDS virus, or may be infected in the future? 

Do they not have rights, too? Should there not be laws to protect the innocent spouses, instead of 
those who hide behind the confidentiality law and, as in this case, are causing others to die? 

What a terrible tragedy. Only 12 States protect the lives of spouses of HIV-infected citizens, only 
12 States. Eighteen States provide for notification of partners, but they are silent on the rights of 
spouses. What kind of fair play is that? And you know what I mean when I say 'partner.' 

Does this not lead to the conclusion that some States may appear more concerned with protecting 
the interests of the HTV-positive spouse instead of the life of the unsuspecting innocent spouse? 
This amendment does not require States to initiate a spousal notification program. It simply says 
that if States want Federal money, which they take from the taxpayer-if States want money to 
combat the AIDS virus, the AIDS disease, those States are going to have to make a genuine and 
concerted effort to protect innocent spouses from being exposed to the AIDS virus. 

It is time to start treating AIDS as the public health issue that it is, rather than the civil rights issue 
that it has become. I have no doubt that if we take this step, it will help curb, to some extent at 
least, the spread of this lethal disease. 

Mrs. KASSEBAUM addressed the Chair. 

The PRESIDING OFFICER. The Senator from Kansas. 

Mrs. KASSEBAUM. Mr. President, maybe, as a clarification of what we did last year, it is my 
understanding that, in law, from what we had before, that each State is required to set up its own 
notification system. Is that correct? 

Mr. HELMS. Not to my knowledge. But even if it is, if you will forgive me, it will not hurt the 
Senate to go on record again. 

Mrs. KASSEBAUM. No, I have no problem— I was just asking the Senator if he knew if that was 
not correct that each State is required to set up its own? 

Mr. HELMS. My expert is sitting to my left, and sometimes to my right as well, and she says she 
does not know about that. And so, of course, I do not. 
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Mrs. KASSEBAUM. Mr. President, I suggest the absence of a quorum for a minute until we look 
at the language and get some comparison, so maybe we can accept that. 

Mr. HELMS. That is fine, just so there is no attempt to second-degree my amendment, because 
then we will have protracted debate. 

Mrs. KASSEBAUM. No, I agree with the Senator. I know the effect of a second-degree 
amendment. 

Mr, HELMS. 1 suggest the absence of a quorum. 

The PRESIDING OFFICER. The clerk will call the roll. 

The legislative clerk proceeded to call the roll. 

Mr. HELMS. Mr. President, I ask unanimous consent that the order for the quorum call be 
rescinded. 

The PRESIDING OFFICER (Mr, Thompson). Without objection, it is so ordered. 

Mr. HELMS. Mr. President, I ask for the yeas and nays on the pending amendment. 

The PRESIDING OFFICER. Is there a sufficient second? 

There is a sufficient second. 

The yeas and nays were ordered. 

Mr. KENNEDY addressed the Chair. 

The PRESIDING OFFICER. The Senator from Massachusetts. 

Mr. KENNEDY. Mr. President, I hope that this amendment will be accepted by the membership. 
I intend to vote for it. 

The PRESIDING OFFICER. Is there further debate on the amendment? If not, the question is on 
agreeing to the amendment. On this question, the yeas and nays have been ordered, and the clerk 
will call the roll. 

The legislative clerk called the roll. 

Mr. LOTT. I announce that the Senator from Utah [Mr. Bennett], is necessarily absent. 

Mr, FORD. I announce that the Senator from Illinois [Mr. Simon], is necessarily absent. 

The PRESIDING OFFICER. Are there any other Senators in the Chamber who desire to vote? 
The result was announced— yeas 98, nays 0, as follows: 

Rollcall Vote No. 332 Leg. 

[Rollcall Vote No. 332 Leg.] 

YEAS— 98 


Abraham 

Akaka 
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Ashcroft 

Baucus 

Biden 

Bingaman 

Bond 

Boxer 

Bradley 

Breaux 

Brown 

Bryan 

Bumpers 

Bums 

Byrd 

Campbell 

Chafee 

Coats 

Cochran 

Cohen 

Conrad 

Coverdell 

Craig 

D' Amato 

Daschle 

DeWine 

Dodd 

Dole 

Domenici 

Dorgan 

Exon 

Faircloth 

Feingold 

Feinstein 

Ford 

Frist 

Glenn 

Gorton 

Graham 

Gramm 

Grams 

Grassley 

Gregg 

Harkin 

Hatch 

Hatfield 

Heflin 

Helms 

Hollings 

Hutchison 

Inhofe 

Inouye 

Jeffords 
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Johnston 

Kassebaum 

Kempthorne 

Kennedy 

Kerrey 

Kerry 

Kohl 

Kyi 

Lautenberg 

Leahy 

Levin 

Lieberman 

Lott 

Lugar 

Mack 

McCain 

McConnell 

Mikulski 

Moseley-Braun 

Moynihan 

Murkowski 

Murray 

Nickles 

Nunn 

Packwood 

Pell 

Pressler 

Pryor 

Reid 

Robb 

Rockefeller 

Roth 


Santorum 

Sarbanes 

Shelby 

Simpson 

Smith 

Snowe 

Specter 

Stevens 

Thomas 

Thompson 

Thurmond 

Warner 

Wellstone 


• Bennett 

• Simon 


NOT VOTING-2 


So the amendment (No. 1853) was agreed to. 
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How Newborn Testing is 
Eliminating Baby AIDS 

In 1994 it was discovered that administering the AIDS drug zidovudine 
(ZDV, also known as AZT) to pregnant women and newborns can dramatically 
reduce the risk of perinatal HIV transmission. Yet despite this miraculous 
scientific discovery, hundreds of babies continue to be infected with HIV in the 
U.S. every year because neither they nor their mothers are tested for HIV- 
antibodies and, as a result, denied the treatment that can prevent infection. 

At the time this discovery was made, the Centers for Disease Control and 
Prevention (CDC) had been conducting a seroprevalence survey to determine the 
number of pregnant women infected with HIV that involved testing nearly every 
newborn delivered in the U.S. for HIV. The CDC survey withheld the HIV status 
from the mother. Rather than disclose the test results that could potentially save 
hundreds of babies from HIV and link infected mothers to treatment, CDC 
discontinued the survey in 1995 and joined with AIDS activists in opposing 
Congressional and state legislative proposals to enact routine testing of pregnant 
women and universal testing of newborns. As a result thousands of babies have 
been bom to HIV-infected mothers over the past decade and denied life saving 
treatment. 

Despite the opposition of the CDC and AIDS activists some states enacted 
laws requiring routine testing of pregnant women (with the right to opt out of such 
testing), universal newborn testing, or testing of newborns whose mothers’ HIV 
status was unknown. These states have experienced dramatic reductions in 
perinatal HIV transmission. Connecticut has virtually eliminated perinatal HIV 
transmission and New York — with the nation’s highest HIV/AIDS caseload-— has 
identified every newborn as risk and linked the children and their mothers to 
treatment. 

In 2003, based in part of the success of these states and the continued 
infection of hundreds of babies a year, CDC issued new recommendations for 
routine HIV testing of all pregnant women, and, as a safety net, testing of any 
infant whose mother was not screened. 

This section contains additional background on this issue including 
information on successful state “baby AIDS” laws and the arguments made for 
and against newborn testing. 
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Baby AIDS 
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Perhaps the single, most significant 
achievement in the battle against HIV/AIDS has 
been the discovery of medical interventions to 
nearly eliminate perinatal HIV transmission. 
Beginning with the 1994 announcement of the 
AIDS Clinical Trials Group protocol number 
ACTG 076 (076) that found the use of the AIDS 
medication zidovudine (ZDV) could dramatically 
reduce the transmission of HI V from an infected 
mother to her child, science has made it possible 
that extremely few babies will ever have to be 
bom with HIV desease. Yet despite this promise, 
hundreds of babies continue to be infected with 
HIV every year in the United Stales. This raises 
some very important questions. Why is it that so 
many babies are allowed to have their lives cut 
short and die from AIDS when perinatal HIV 
infection can nearly be entirely prevented? What 
policies could have been - and should be - put in 
place to take advantage of the medical miracle that 
is available to save babies from AIDS? 


Women and Children Increasingly Impacted 
by HIV 

By the end of 1999, nearly 8,000 perinatally 
acquired AIDS cases had been recorded in the 
U.S., the vast majority (84 percent) of which are 
black and Hispanic children.' Most of the AIDS 
cases resulting from children bom with HIV 
infection since 1 997, however, have yet to be 
diagnosed or reported.- An estimated 120,000 to 


160,000 HIV-infected women are living in the 
United States, 80 percent of whom are of 
childbearing age.^ Approximately 6,000 to 7,000 
HIV-infected women gave birth in the U.S. each 
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year from 1 985 to 1995/ And as women continue 
to comprise an increasing proportion of new HIV 
cases, more and more children are likely to be 
affected by the disease if no positive action is 
taken. Likewise more of the children and their 
mothers continue to disproportionately represent 
communities of color. African American and 
Hispanic women accounted for 80 percent of 
AIDS cases reported in U.S. women in 1999.^ 

During the early 1 990s, before perinatal 
preventative treatments were available, an 
estimated 1 ,000 to 2,000 infants were bom with 
HIV infection each year in the United States.^ The 
incidence of perinatally acquired AIDS peaked in 
1992, and dramatically declined in the aftermath 



of the 076 study and the subsequent Public Health 
Service (PHS) recommendations made in 1994 
and 1995 for routinely counseling and voluntarily 
testing pregnant women for HIV, and for offering 
ZDV to infected women and their infants.’ 
Without intervention, the mother-to-infant 
transmission rate would result in the birth of an 
estimated 1 ,750 HIV-infected infants annually in 
the U.S.* Today - despite the fact that perinatal 


transmission can be nearly eliminated - the 
Centers for Disease Control and Prevention 
estimates that 300- 400 babies continue to be bom 
with HIV infection each year in the United States.^ 


Many Women are Still Not Tested, and 
Thereby Denied Care for Their Children and 
Themselves 

In response to 076, the Centers for Disease 
Control and Prevention issued recommendations 
more than a year later, in 1 995, requiring all 
healthcare providers to counsel pregnant women 
about HIV and offer voluntary testing with 
informed consent. The CDC released revised draft 
recommendations for HIV screening for pregnant 
women in October 2000 that vary slightly, but 
maintain the emphasis of the 1 994 
recommendations. No other prenatal medical 
screening for any other condition required such 
extensive pre-test criteria to be performed. Studies 
and anecdotal reports have found that this “AIDS 
exceptionalist” approach to perinatal HIV 
prevention has hindered efforts to effectively 
identify all affected women and newborns. There 
is a patchwork of different approaches and results 
in the various slates. 

Most HIV-infected pregnant women are still 
not tested and remain undiagnosed according to 
the findings of a study that examined a voluntary 
prenatal HIV testing program in northern 
California. The voluntary approach only resulted 
in the diagnosis of 20 percent of the HIV-positive 
pregnancies between 1994 and 1998. “Our 
experience,” concludes Dr. Edgar J. Schoen and 
colleagues from FCaiserPermanente Medical Care 
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Program in Oakland, “confirms the desirability of 
not depending on voluntary prenatal HIV testing 
to prevent maternal-fetal HIV transmission.”*® 

One in five (19 percent) HIV-positive women 
were not diagnosed before giving birth in 1 996 
according to CDC data from studies conducted in 
Louisiana, Michigan, New Jersey and South 
Carolina.'* 

A state law adopted by Indiana in 1 997, 
requiring ail physicians to counsel and offer every 
pregnant woman an HIV test, has had little impact 
with less than half receiving HIV tests. Dr. 
Martin Kieiman, director of pediatric inf«:tious 
diseases at the Indiana University School of 
Medicine said that despite the law, for half of the 
babies who enter Riley Hospital for Children, 
there is no record of whether the mother has been 
tested for HIV. 

Tennessee, likewise, enacted a law in 
1998, requiring all pregnant women be offered 
HIV tests. Last year, however, there were roughly 

70.000 births statewide, but doctors notified the 
state of offering HIV tests to only 9,3 1 4 women 
during the first nine months. Of the roughly 

15.000 births in Shelby County, Tennessee, 
doctors reported offering tests to only \ ,248 
pregnant women. 

Only 38 percent of pregnant women enrolled 
by Anthem Blue Cross and Blue Shield in 
Kentucky received prenatal HIV testing in the 
state in 1 998, even though the cost of the test is 
covered by the insurer.'^ 

“The median percentage of prenatal 
patients screened for HIV was only 1 0 percent,” 


according to a study in Minnesota. Just 43 percent 
of physicians routinely recommended universal 
HIV screening for prenatal patients according to 
die researchers.'^ 

Only a third of obstetric practices in 
Vermont and New Hampshire report testing 95 
percent of their pregnant patients for HIV. Thirty- 
seven percent of these practices had HIV testing 
rates no higher than 50 percent.'’ 

"ftie number of children born 
with HIV, . . . continues to be far 
above what is potentially 
achievable" . . . 

Due to barriers and misperceptions, about 
30 percent of women are not tested during 
pregnancy, according to a study published in the 
May 200 1 issue of the American Journal of 
Public Health. “This study suggests that the U.S. 
health care system is falling short,” according to 
the authors who note “it supports the need to 
increase HIV testing if HIV infection is to be 
eliminated among U.S. children.”"* 

In Virginia, over 4,000 pregnant women 
receiving prenatal care in public health clinics did 
not receive an HIV test in 1997. This is more than 
one quarter of the 1 5, 1 60 who received care in 
Virginia’s 32 health districts."* 

One in five, or about 2,030, pregnant women 
in Delaware are not tested for HIV during 
pregnancy according to Dr. Ulder J. Tillman, the 
Director of Delaware’s Health and Services.^® 
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More than one in four (28 percent) pregnant 
women were not tested for HIV in inner city 
Chicago. Practitioners did not document whether 
testing was offered in almost 20 percent of the 
women. Of those women who were screened, 3.5 
percent tested positive for HIV.^ ' 

Likewise, more than one in four pregnant 
women (28 percent) were not tested for HIV in a 
study conducted in San Francisco. Sixty-nine 
percent of patients, however, said that prenatal 
testing should be routine. The researchers 



conclude “proponents of elective testing should re- 
evaluate the assumption that patients view HIV 
testing differently from other prenatal tests for 
which separate written consent is not required.”^* 

According to these studies and anecdotes, 
between 26 and 62 percent of pregnant women are 
not being tested for HIV. Most alarmingly, 
depending which state one looks at, 12 to 80 
percent of pregnant women who are HIV-positive 
are not tested, and therefore go undiagnosed and 
untreated. This increases the number of children 
who will become infected during or after birth. 
The CDC has conceded “the birth of every HIV- 
infected child is a sentinel health event signaling a 
missed prevention opportunity.”^^ Clearly, far too 


many women and infants are being denied optimal 
medical care under the CDC’s own recommended 
approach. 

The Institute of Medicine (lOM) has echoed 
this observation, stating “the number of children 
bom widi HIV, however, continues to be far above 
what is potentially achievable,” and “more 
children than necessary continue to be bom with 
HIV infection.”^" 


What Approach Will Save Mothers and 
Babies? 

Few would argue today that relying on 
voluntary prenatal HIV testing is the answer. This 
approach has not been an effective policy to 
identify all women and children who need medical 
intervention and, therefore, has failed to maximize 
prevention opportunities. 

Of the 449 children identified with perinatally 
acquired AIDS bom in 1995-1997, 35 percent had 
mothers who were not tested for HIV before 
birth.'* Roughly 15 percent of HIV-infected 
pregnant women receive no prenatal care.-® And 
only 47 percent of women with HIV receive 
“adequate” prenatal care according to 
researchers.^ 

“Newborn children are routinely tested for 
errors of inborn metabolism and other problems. 
Although most of the outcomes are rare, a positive 
test result triggers interventions that benefit both 
mother and child, and these efforts have been 
responsible for substantial improvements in health 
and well-being ” according to the lOM. 
Furthermore, “these tests are well accepted, and 
seen to clearly benefit the women and her child.”^® 
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The rOM outiines five criteria that must be 
met before newborns are screened for a disease. 
The disease must be both well defined and severe 
enough to justify screening in large numbers; the 
cost of the test must be reasonable; an accurate 
method of testing must exist; treatment must be 
available; and medical management facilities 
capable of confirming diagnosis and providing 
treatment must exist. Application of these five 
criteria to HIV leads to a conclusion that universal 
HIV screening for newborns is justified.^ 

Every state requires newborns to be tested for 
a number of diseases and conditions. All states 
have mandatory newborn screening for 
phenylketonuria (PKU) and hypothyroidism. 

Most also routinely test for galactosemia, and 41 
test for sickle cell disease.^*^ None of these are as 
prevalent or deadly as HIV. Yet only two states — 
New York and Connecticut — require newborns to 
be screened for HIV. It would seem logical that 
babies should also be screened for HIV, 
particularly if the serostatus of a mother is 
unknown. 


Has Routine HIV Testing Been Successful? 

Since February 1997, New York has 
required HIV testing of all newborns. “Universal 
newborn HFV testing has resulted in the 
identification of all HIV-exposed births” in the 
state according to Dr. Guthrie S. Birkhead, 
Director of the New York Health Department’s 
AIDS Institute. Furthermore, “newborn testing 
has allowed hospital and health department staff to 
ensure that over 98 percent of HIV positive 
mothei^ are aware of their HIV status and have 


their newborn referred for early diagnosis and care 
of HIV infection. In less than two percent of cases 
have women not been located to receive newborn 
HIV test results and have their HIV-exposed 
newborns tested for HIV infection,” according to 
Dr. Birkhead.^’ 

Just under 1,000 HIV-infected New York 
women gave birth in 1998. Approximately 16 
percent of these women did not receive prenatal 



HIV counseling and testing. Therefore, between 
100-160 women maybe learning their HIV status 
for the first time from testing conducted in the 
delivery setting. 

In October 1999, Connecticut enacted a Baby 
AIDS law requiring universal HIV screening of all 
pregnant women and newborn HIV testing if no 
documented HIV lest is on file for a woman before 
delivery. 

Two studies presented at the 2001 annual 
meeting of the American College of Obstetricians 
and Gynecologists proclaimed the law a success. 

Dr. Urania Magriples ofYale University in 
New Haven, Connecticut, said that since the law 
was enacted, a much greater percentage of women 
coming to Yale’s high risk pregnancy clinic are 
getting tested for HIV. Before the law, “only 38.9 
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percent of [pregnant] women were tested for HIV, 
but after the law 91 percent of women were 
tested,” she said. “I was originally opposed to this 
law because I thought it was coercion, but it 
works,” Magriples conceded. The law, she 
explains, actually “appeals to the maternal 
instincts in these women to protect their babies.” 


"The birth of every HIV-infected 
child is a sentinel health event 
signaling a missed prevention 
opportunity. " 


In the second study, Dr. William Cusick of 
Stanford Hospital in Connecticut studied the effect 
of the law during its first 1 0 months of 
implementation. Seven women were identified as 
HIV positive and two additional cases - a husband 
and a child - were identified after a positive test 
result, Without the testing requirements, Dr. 
Cusick acknowledges “we would have missed six 
of these nine cases.” “The results of our study 
demonstrate that the law is working exactly as 
intended,” he said. “So far all of the children are 
fine and we’ve followed them out for 12 months 
now,” Dr. Cusick noted.^^ 


Additional Benefits to Newborn HIV 
Screening 

HIV diagnostics today offer noninvasive 
rapid testing that can help prevent perinatal 
transmissions. In addition to preventing babies 
from becoming infected with HIV during delivery, 
newborn screening offers many other benefits. 

d 


In most cases, children bom to HIV 
infected women will not become infected during 
gestation or delivery, although they will carry 
detectable antibodies to the virus for some time. 
Those babies with infected mothers who are 
fortunate enough to escape HIV before and during 
delivery are still at risk for HIV if the mother 
breastfeeds. Studies have reported breast feeding 
transmission rates of 10 to 20 percent.” It is 
extremely tragic for a baby to escape infection 
only to become unknowingly infected by a loving, 
yet unsuspecting, mother via breastfeeding. Yet it 
continues to occur. 

Newborn testing also offers additional 
hope to those babies who are infected. With 
knowledge of a child's HIV status, appropriate 
medical care can protect and enhance the child’s 
health, and thereby prolong and improve life. 

Pneumocystis carinii pneunomia (PCP) is the 
most common opportunistic AIDS related 
infection. The average survival lime of a child 
who contracts PCP is one month. A study in The 
New England Journal of Medicine showed that 
two-thirds of children who developed PCP did not 
receive the disease-preventing prophylaxis because 
the physicians and families did not know the 
children were HIV-positive. “If infection is to be 
prevented, infants exposed to HIV must be 
identified earlier and prophylaxis must be offered 
to more children,” the researchers stated.^^ 

Research reported in the American Journal of 
Public Health showed that Vitamin A supplements 
alone will help infants with HIV fight off 
dangerous diarrhea, rashes, respiratory infections 
and other illnesses that could lead to death. This is 
a very inexpensive treatment with significant 
results.” 
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Furthermore, triple combination AIDS 
therapy, highly active antiretroviral therapy 
(HAART), can significantly improve the siirvival 
of children infected with HIV. The dmg 
“cocktails” have proven to reduce death rates 
improve the quality of life of children with HIV. 
“The effectiveness in infants and children is at 
least similar, or even greater, than observed in 
adults,” according to researcher Patrizio Pezzotti 
of the University of Florence in Italy. The risk of 
death was 23 percent lower in children on 
monotherapy (one drug), 30 percent lower with 
double combination drugs and 7 1 percent down 
with standard triple drug therapy when compared 
to children who receive no antiretroviral drugs.^ 

Studies have also concluded that newborn HIV 
testing saves money. “Annua! routine newborn 
HIV testing would encompass 3.8 million infants, 
identify 1,061 infected mothers, avoid 266 
newborn infections, and would cost $7,000 per 
life-year gained” in the United Stales according to 
a study published in the Journal of Acquired 
Immune Deficiency Syndromes.^^ The average 
total lifetime charges for care of children with HIV 
infection is estimated at $49 1 ,936.^'* The 
researchers concluded that routine testing of 
newborns is, therefore, “cost effective.”^’ 

A study in Chicago found that the 
universal HIV testing would result in fewer 
infected newborns and save the city nearly 
$270,000 annually.^" 

Newborn HIV Testing Is Widely Supported 

Newborn testing is supported by the medical 
community, by the elected branches of the federal 
government and, overwhelming, by the public. 


The American Medical Association, the 
nation’s largest and most respected doctors 
organization, endorsed mandatory HIV testing of 
all pregnant women and newborns in 1996. “We 
have learned enough about the disease to know 
that the differences in those who are treated versus 
those who are untreated cuts by two-thirds the risk 
to the unborn child,” said Robert E. McAfee, an 
AMA trustee and former president.'*' Surgeon 



General C. Everett Koop, M.D., stated that “as a 
former public health officer, I certainly approve of 
testing of newborns and believe that the 
information should be available to their parents 
and caregivers. I think this is the only sensible 
way to deal with the problem of HIV itself, but 
also would have the beneficial effect in the further 
transmission of the disease of AIDS.”'*'^ 

In 2000, the Congress passed without dissent, 
and President Clinton signed into law, the Ryan 
White CARE Act Amendments which contained a 
provision encouraging all states to enact newborn 
testing policies. States which pass such laws 
would be eligible for up to $4 million in federal 
funds to support state efforts to reduce perinatal 
HIV transmission. “This amounts to a federal 
endorsement of universal HIV newborn testing as 
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a routine practice,” according to Congressman 
Tom A. Cobum, M.D., the bill’s author and a 
practicing physician who has delivered AIDS 
babies.'^^ 

A 1995 poll of New York voters found four 
out of five respondents saying that mothers should 
be told the HIV status of their newborns. “The 
poll shows that the public’s attitude is to err on the 
side of saving as many babies as possible,” 
explained the Times Union newspaper. Support 
“runs across virtually every subgroup of those 
polled.”"^ Nearly nine in 10 participants in a 1996 
USA Weekend poll said they favored mandatory 
HIV testing of all pregnant women."*^ A scientific 
survey published in the January 2001 issue of 
Obstetrics and Gynecology found that 84.3 
percent of women believe all pregnant women 
should be tested for HIV and three out of five felt 
such testing should be legally mandated.'’^ 

Editorial boards across the nation have echoed 
these same sentiments. The Washington Post has 
editorialized that “while counseling and voluntary 
testing are fine, all infants whose HIV status is 
unknown should be tested at birth and the results 
made known to parents, guardians and primary 
medical care givers.”**’ The Chicago Tribune 
writes that newborn testing “would allow for quick 
treatment of infected babies. Some political 
groups have tried to make the testing of women 
and infants for the AIDS virus a privacy issue, but 
they are wrong. It is first and foremost a public 
health issue - one that affects the lives and well- 
being of the most vulnerable among us.”**® The 
New York Times “has long endorsed mandatory 
tests for the newborns” because it is “the best 
solution” to “insuring that all infected babies are 
identified for monitoring and rreatment.”*” ‘To 


save the babies we need to know their HIV status 
at birtii, and that of their mothers during 
pregnancy,” writes the Wall Street Journal, then 
asking, “how did the American system arrive at a 
point where it discovers it can save HIV-infected 
babies and then decides not to?”^° 


The Arguments Against Newborn Testing 

One must wonder why, with the obvious 
significant benefits and widespread support for 
newborn testing, such a program has not been 
recommended by the CDC or implemented 
nationally. 

Over the past decade, newborn testing 
legislation has been introduced nationally and in 
numerous states. But, in nearly every case, AIDS 
activists have successfully derailed or 
fundamentally altered the underlying proposal 
with a set of unfounded and unproven claims. 
These arguments are: 

♦ Mandatory newborn HIV testing will 
deter women from seeking prenatal care 
and thereby, drive the epidemic 
underground. “I feel sure we are going to 
see some women completely freaking out, 
committing suicide and running away from 
the whole situation,” predicted Terry 
McGovern of the HIV Law Project.^' The 
opposite has been the end result. New 
York’s “Baby AIDS” law has orresponded 
with an increasing number of pregnant 
women both receiving prenatal care and 
HIV testing. A CDC funded study “found 
higher voluntary prenatal testing rates. . . 
after implementation of mandatory 
newborn HIV testing.”^ “Rates of 
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participation in prenatal care in New Yoric 
State. . . have been increasing gradually 
over recent years,” according to Dr. 
Birkhead who notes there has been “no 
[negative] detectable change” in pi^natai 
participation trends “that might be related 
to the newborn testing program.”^^ 

♦ Testing all newborns would he extremely 
expensive and would divert scarce 
resources away from other more effective 
interventions. As previously noted, 
studies have found conclusively that 
universal newborn testing is the most cost 
effective intervention. Likewise in 
Connecticut, HIV testing rates for pregnant 
women jumped from 38.9 percent before 
the law to over 90 percent after the law 
wasenacted.^^ 

♦ There are few health benefits to newborn 
testing, in effect, it is too little too late. 
This could not be further from the truth. 
With prompt diagnosis and treatment, 
within 48 houre of birth, HIV infection can 
be prevented. Other at risk babies can be 
prevented from unknowingly being 
infected via breastfeeding. Ajid for those 
children who are infected, appropriate 
treatment and proper medical monitoring 
can prolong and improve health outcomes. 

♦ Voluntary testing of pregnant women is 
the best approach to reducing perinatal 
HIV transmission. At least 15 percent of 
HIV-infected pregnant women are not 
tested. Many do not receive appropriate 
prenatal care, some receive no prenatal 
care and others may simply refuse to be 


tested. It is not an “either/or” proposition, 
rather both approaches should be utilized. 
Prenatal screening provides for 
early intervention and newborn testing 
ensures that all babies are identified. 



♦ Testing is unreliable and may result in 
the treatment of uninfected children with 
highly toxic medications. Rapid HIV 
tests can produce results in an average of 
10 to 30 minutes. The sensitivity and 
specificity of these rapid assays are 
comparable to other HIV diagnostics. A 
negative rapid test does not require further 
testing, and negative results indicate the 
absence of HIV infection. There is a slim 
possibility that some tests may produce a 
“false positive” for HIV. Therefore, a 
reactive rapid test must be confirmed by a 
supplemental test. Results from a 
confirming test to the rapid return may be 
available within 12 hours of the infants’ 
birth.” Studies have yet to show that ZVD 
has caused any significant adverse health 
consequence to children. Regardless, a 
short course of ZVD over several hours is 
far less dangerous than risking the 
alternative. 

♦ Testing a newborn for HIV also reveals 
the HIV status of the mother, and 
therefore, violates the mother s privacy, 
or her “right not to know her HIV 
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status.^" Unfortunately, this is the crux, 
and underlying agenda of many AIDS 
activists. The dogma that places privacy 
over all else, including saving lives of 
women and babies is based on fear and 



outdated ideology rather than reality or 
sound public health. No scientific data 
indicates that loss of privacy has ever been 
an outcome of newborn testing policies. 
Anecdotally, few, if any, mothers have 
voiced the opinion that protecting the 
health of their baby jeopardizes their own 
personal rights. “You can’t compare a 
baby’s right to medication against a 
woman’s right to confidentiality,” explains 
Shelly Harrington - an HIV-positive 
mother of an HIV-positive teenager- who 
supports HIV testing for both pregnant 
women and newborns.^* Hiding behind 
privacy will not save lives and it will not 
cure AIDS. 

These arguments have either been discredited 
or remain unsubstantiated and run contrary to the 
existing medical, political, and popular sentiment 
regarding newbom HIV testing. “With New York 


clearly demonstrating that mandatory testing of 
newlwms saves lives without endangering women, 
the argument should have been settled. But 
opponents are so steeped in ideology that facts 
don’t matter,” explains Wesley J. Smith, a well- 
regarded author on medical ethics. 

Conclusion 

Unquestionably, the optimal method to prevent 
perinatal HIV transmission is to identify every 
infected pregnant woman as early as possible in 
her pregnancy and provide her with proper 
prenatal care and prophylaxis. Most women, 
when offered, will accept an HIV test.^* 
Unfortunately, a significant proportion of HIV- 
infected mothers do not receive appropriate, or 
any, prenatal care and thereby go undiagnosed and 
untreated. Routine newbom screening provides a 
safety net to ensure that no HIV-exposed child is 
left to slip through the cracks and become 
needlessly infected. Such a policy also ensures 
that infected mothers who were previously 
unaware of their serostatus are given an 
opportunity to access medical care. 

The New York program “has proven to be 
very effective in increasing prenatal testing rates 
while providing a safety net to facilitate early 
treatment for HIV positive newborns and their 
mothers who were unaware of their serostatus 
prior to delivery,” according to Dr. Antonia C. 
Novello, New York’s Commissioner of Health and 
former U.S. Surgeon General.^’ 

This approach unquestionably has proven to 
be the single most successful baby AIDS 
prevention policy. It is more cost effective than 
other approaches and is the only one to identify ail 
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those who are infected or at risk. The New Yoiic 
Baby AIDS law, therefore, offers a paradigm that 
the CDC, other states, and other countries must 
embrace if perinatal HIV transmission is ever to be 
eliminated. 

“The success rate is phenomenal,” New York 
Assemblywoman Nettie Mayersohn, the author of 
the state’s Baby AIDS law proudly proclaims. 

She believes that “eventually it’s going to happen” 
nationally. “It’s just a question of how long it’s 
going to take and how many [babies’] lives we are 
going to lose before we reach that point.”*® 
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St^of!*^Yoik 
Depaitmeat of Health 

Coming Tower, Empire Stan Plm 
Albany, New York 12237 


AKTTOJ^A C. NovEUO, MD., Dt EH. 
Commissioner 


April 24. 2006 


Phoac (518) 474-2011 
Fix: (518) 474-5450 


Hon. Tom A. Cobum, M.D. 

Umt^ States Senator 
1 72 Russell Senate OfBce Buildup 
Washington, D.C. 20510 

Dear Senator Cobum: 

Thai^ you for your March 23, 2006 letter requesting information on New York’s 
experieru« in preventing inothcr-to-child HIV transmission (MTCT). The information 
presented below and Ihe enclosed charts demonstrate New York’s dramatic success in 
reducing both the transmission rate and the number of infected children bom each year. 

Question: Could you provide a brief overview of the New York law? 

New York’s comprehensive newborn HIV testing program was established by a 
1996 statute amending New York’s Public Health Law. The program was 
implemented February 1, 1997. New York State Department of Health 
regulations were enacted to provide the details of the program as well as to 
continue earlier regulations requiring clinicians practicing in regulated prenatal 
care settings to provide HIV counseling with testing presented as a clinical 
recommendation. Since the Department does not have the authority to regulate 
physicians in private practice, we vrariced with New York’s professional medical 
organizations, including the American College of Obstetricians and 
Gynecologists, to establish HIV counseling with testing recommended as a 
standard of prenatal care regardless of setting. 

The comprehensive prenatal and newborn program continued to evolve as studies 
on MTCT showed the benefit of abbreviated antiretroviral regimens begun in 
obstetrical settings and as advances m testing technology made rapid/expedited 
testing in obstetrical settings feasible. In 1999, the Department amended the 
newborn testing regulations to require expedited testing in obstetrical settings in 
cases where a pregnant woman presents for delivery with unknown or 
undocumented HIV status. In 2003, fee regulations were again amended to 
require a 12-hour turnaround time for ^edited test results, instead of fee initial 
48 hours allowed wife the 1999 regulations. (See the enclosed graphic for an 
overview of cturent New York regulations governing prenatal and newborn HIV 
testing.) 
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The regulations for expedited testing in delivery settings prompted birth facilities 
to educate attending physicians and prenatal clinics to increase their prenatal 
testing rates. As a result, the vast majority of HIV-positive women are known 
prior to admission for delivery, with a srnall number identified through expedited 
testing in the obstetrical setting. Newborn HIV screening has become the “safety 
net.” For example, acute HIV infection durii^ pregnancy following a 
documented negative prenatal HIV test has been identified in a few cases by the 
infant’s positive newborn screen. 

Birth facilities are required to report data on maternal prenatal and expedited HTV 
testing to the Newborn Screening Program. The Department uses this data to 
monitor program implementation. In addition, all birth facilities in New York 
receive facility-specific performance data on a routine basis for internal quality 
improvement activities. 

Question: Would you deem the New York lew a success? 

New York’s newborn testing law is part of a comprehensive program for reducing 
MTCT, which includes the following goals: 

• Ensuring access to prenatal care for all pregnant women; 

• Establishing HIV counseling and recommended testing as a standard of 
prenatal care; 

• Ensuring that all HIV-positive pregnant women are offered antiretroviral 
therapy (ART) for their own health and to reduce the risk of MTCT; 

• Ensuring that HIV test information is transferred from the prenatal care 
site to the anticipated birth facility; 

• Requiring expedited testing in the delivery setting for all 
women/newboms for whom prenatal HTV test results are not available; 
and 

• Conducting HIV testing as a quality check on all newborn blood 
specimens submitted to the Department’s Newborn Screening Program. 

To reach these goals, the Department conducts surveillance; closely monitors 
compliance with regulations; sponsors enhanced outreach to high risk pregnant 
women not in prenatal care; provides consultation and technical assistance to 
hospital obstetrical departments; conducts quality reviews; and supports clmicians 
through education, training and the dissemination of state-of-the-art clinical 
practice guidelines. 

The comprehensive program has had dramatic success. New York has the largest 
number of births to HIV-positive women in the United States, experiencing a high 
of 1,898 HIV-positive bi^ events in 1990. At that time, the mother-to-ohild 
transmission rate was estimated to be 25 to 30 percent, representing 
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approximately 475 to 570 HIV-infected infants bom in New York in 1990. In the 
first year (1997) of routine newborn screening, there were 941 positive birth 
events wift 97 (10.9 percent) infected infants. In 2004, there were 624 positive 
birth events and 16 (2.8 percent) infected infants. (See Charts 1 and 2 for 
additional data.) 

Question: Has there been any evidence that this law has discouraged svomen from 
seeking prenatal care? 

There is no evidence that pregnant women have been discouraged from seeking 
prenatal care or were going out-of-state to deliver following implementation of 
the comprehensive program. (See Chart 3.) The rate of acceptance of HIV testing 
among women in prenatal care increased and rates of no prenatal care in both 
HIV-positive and HIV-negative women in New York decreased. 

Question: What was the percentage of pregtiant women who received HIV testing prior 
to enactment of the law compared to the percentage receiving testing now? 

Statewide data on HIV testing of pregnant women prior to the implementation of 
the comprehensive program is not available. Ini 997, when New York’s 
comprehensive newborn program began, 64 percent of all pregnant women were 
aware of their HIV status on admission for delivery. In 2004, 95 percent of all 
women presenting delivery knew their HIV status. (See Chart 4.) 

Question: What percentage of pregnant women refuse HIV testing? What are their 
reasons for refusing testing? 

In 2004, 5 percent of women presenting for delivery did not have documentation 
of a prenatal HIV test. We suspect this represents women without prenatal care 
rather than women declining prenatal testing. A key factor in a woman’s 
acceptance of prenatal HTV testing is the recommendation by her prenatal 
clinician that it is in the woman’s and her infant’s best interests to know her HIV 
status. 

Question: What percentage of newborns and new mothers are sent home after delivery 
with an unknown HIV status? How does this compare to the percentage prior to the 
enactment of the law? 

This information is not available prior to February 1, 1997. In 2004, less than 0.4 
percent of the almost 240,000 infants born in New York State lacked 
documentation submitted to the Department on either prenatal testing or expedited 
testing in the obstetrical setting. 
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Question: What percentage of women and children that test positive for HTV antibodies 
are then referred into appropriate care? 

Regulations requite that birth facilities ensure that exposed newborns have 
diagnostic testing (such as DNA PCR testing) and that birth facilities submit the 
result of the first diagnostic test to the Department. The Department uses this as 
an indicator that exposed newborns are in care. To fecilitate diagnostic testing of 
HIV-exposed infants, the Department has had a firee diagnostic testing service for 
HIV-exposed infants since 1995. 

An indicator, such as diagnostic testing of newborns, is not readily available to 
ensure HTV-positive pregmmt/delivering women are in care. To address this, the 
Department is implementing an initiative to link HIV-positive pregnant 
womcn/delivcring women to intensive case management, particularly those who 
have difiSculty remaining in prenatal care or who deliver witimut prenatal care. In 
addition, all HIV-positive births are considered sentinel events. The AIDS 
Institute’s review agent conducts medical record reviews on the prenatal, 
obstetrical, newborn and pediatric raxirds associated with these events. Chan 5 
provides trend data on antiretroviral regimens obtained fitjm chart review for 
HIV-positive birth events from 1997 through 2002. This data is being updated to 
include 2003 and 2004. 


Thank you for your inquiry regarding New York’s experience in reducing mother- 
to-child HIV transmission. If you would like additional information, please contact 
Dr. Guthrie Birkhead, Director of the AIDS Institute, at (518) 472-5382, or by email at 
gsb02f5)hea]th.state.nv.us . 



Enclosures 
cc: Dr. Birkhead 
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Chart #1 
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Since 1990, there has been a 66% decline in the number of HIV-Infected 
women sivins birth in NYS: 1,898 in 1990 to 642 in 2004 


Chart # 2 

Mother-to*€littd TrensmissSon Rate 
New YfffkState, 1997-2004 



Percent of deliveries by HIV positive mothers that resulted in 
HIV transmission to the baby 
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Chart # 3 
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Chart # 4 
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From 1997 to 2004/ the fieicentage of women aware of their HIV status 
before delivery Increased from 64% to 95%. 
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Chart # 5 


Trends in Health Care for HIV-Infected Women in NYS: 
Antiretaroviral Therapy (MtV) and Elective C-Section, 1997-2002 
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The Associated Press 
June 6, 2004, Sunday 

Cases of HIV-infected newborns decline in New York 

BYLINE: By ALICIA CHANG. Associated Press Writer 
DATELINE; ALBANY, N.Y. 

The number of newborns infected with HIV, the virus that causes AIDS, has 
reached a record low in New York, eight years after the state required that 
mothers be notified if their babies test positive. 

Analyzing data from infants born between 1997 and 2002, the state Health 
Department reported a 78 percent drop in the number of infected babies 
born to HIV-positive mothers. The mother-to-infant infection rate was 2.4 
percent in 2002 compared to 10.9 percent in 1997. 

Perinatal HIV continues to be a problem worldwide. The World Health 
Organization estimates about 800,000 infants become infected with the virus 
each year, mainly in developing countries. In the United States, access to 
combination drug therapies and prenatal care has lowered the number of HIV- 
infected newborns, peaking in 1991 with 1,760 cases to as few as 280 in 2000, 
according to the federal Centers for Disease Control and Prevention. 

Since 1987, New York has routinely tested newborns for a host of medical 
conditions including HIV, but mothers were not notified of the results. The state 
credits the decline in HIV-positive newborns to a 1996 law requiring 
disclosure to mothers whose infants test positive so that newborns can 
seek immediate treatment. 


No consent is needed under New York state law for the HIV test on the infant. 
Prenatal HIV testing for mothers is not required, but about 95 percent of women 
get tested by the time they are ready to give birth, according to the state. 

AIDS advocacy groups lauded the drop in mother-to-infant transmission rates, 
but said the state cannot take all the credit because many women were already 
choosing to get prenatal HIV testing before the 1996 law, and taking anti-AIDS 
drugs to inhibit the virus from spreading to the baby. 

"This is a good example of a well-intentioned piece of legislation that was poorly 
targeted," said Christina Kazanas, director of policy and programs at the New 
York AIDS Coalition. "Testing the newborn after birth is not the primary way the 
transmission between mother-to-baby is being prevented." 

Tracie Gardner of the Legal Action Center agreed, saying the law primarily 
serves to let women who refused to be tested during pregnancy know their HIV 
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status, but does not necessarily cut down on the infant infection rates. 

"By the time the baby is born, you've missed critical opportunities to be able to 
actually prevent the baby from getting infected," she said. 

Last year, the state mandated that birthing centers return results of blood tests 
on newborns within 12 hours instead of the original 48 hours because medical 
studies have shown that drug therapies worked best during that time frame. 

Without treatment, about 1 in 4 HIV-infected women transmits the virus to her 
child. Of all the AIDS cases reported among children in the United States, 91 
percent of them is through HIV transmission from mother to infant during 
pregnancy or by breast-feeding. 

Although fewer AIDS babies were born in the United States in the last decade, 
federal officials worry that as the ranks of American women living with HIV grows, 
it may be difficult to eliminate mother-to-infant transmission. 


On the Net: 

NY Health Department AIDS Institute; 
<http://www.health.state.nv.us/nvsdoh/aids> 
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N.Y.’S INFANT AIDS MIRACLE 

By JOE DIAMOND 


May 31,2002 - 

EVERY year, hundreds of American babies get the AIDS virus from their 
mother's milk. And these tragedies are entirely preventable: Congress just 
needs to follow New York state's lead. 

From 1987 to '97, New York had the nation's highest number of pediatric 
AIDS cases. A major factor: misguided policy that tested all newborns for 
HIV for statistical tracking only, "blinding" the results from mothers and 
doctors. This, despite the availability by the early '90s of treatment for HIV- 
infected infants. 

The rationale was that, because an infant's test result reveals the mother's 
HIV status, disclosing it would constitute forced AIDS testing of mothers 
and violate their "privacy rights." So infected babies were regularly sent 
home from the hospital to suffer and die untreated. 

The presence of HIV antibodies does not always mean that a baby is HIV- 
positive, but it does indicate the mother is infected and can transmit HIV 
through breastfeeding. But thanks to privacy rules, infants bom without HIV 
soon drink it in with their mother's milk. 

In 1993, state Assemblywoman Nettie Mayersohn (D-Queens) had had 
enough. She drafted legislation to unblind the test results. Gay activists, civil 
libertarians, feminist groups and their allies in Albany lined up against the 
bill. But she was more determined, and in June 1996 Gov. Pataki signed the 
"Baby AIDS" law. Since then. New York's perinatal HIV transmission rate 
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has dropped from 25 percent to an all-time low of 3.5 percent. Over 99 
percent of HIV-infected women and their children have received care. 

Yet only New York and Connecticut now require universal unblinded HIV 
tests of newborns. The Women and Children's HIV Protection Act - 
introduced in Congress by Reps. Gary Ackerman (D-N.Y.) and Dave 
Weldon (R-Fla.) - would rectify this. "Hundreds of newborns will become 
infected with HIV each year and they will die, as will their mothers," they 
wrote to their fellow congressmen. " Virtually every one of these children 
could be prevented from becoming infected with HIV." [emphasis added] 

Under the bill, states seeking federal grants for treatment of HIV sufferers 
would have to do the following: 1) offer HIV counseling and testing to all 
women receiving prenatal care; 2) test for HIV any newborn whose mother 
has not taken a prenatal HIV test and promptly disclose the results to the 
parent or guardian so treatment can start immediately. This would essentially 
goad other states into adopting New York's approach. 

Nationally, perinatally acquired AIDS began dropping in 1994 when the 
Public Health Service started recommending routine counseling and 
voluntary HIV testing of pregnant women and offering the AIDS medication 
zidovudine to infected mothers and infants. 

But relying on voluntary testing of mothers without screening newborns as a 
backup is of limited value. The Centers for Disease Control and Prevention 
estimates that nearly 7,000 HIV-infected U.S. women give birth. Nearly half 
of pregnant women are still not tested. 

The nation is so close to eradicating pediatric AIDS. But it needs that final 
kick-in-the-pants that the Ackerman-Weldon bill provides. As the two 
congressmen reminded their colleagues: "New York has eliminated the 
plague of Baby AIDS; why hasn't your state?" 

Joe Diamond is the public affairs director at the Center for the Community 
Interest ( communityinterest. org). 
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STATE OF CONNECTICUT 

DEPARTMENT OF PliBLlt HEALTH 


The Honorable Tom A. Coburn, M.D. 

United States Senate 
172 Russell 

Washington, D C. 20510 

Re: 1-irV^ testing during pregnancy in Connecticut 

Dear Senator Tom A. Cobum: 

In response to your letter dated March 23, 2006, please find attached a copy of the statutes to 
which HIV testing for pregnant women and newborns was added in 1999. Prior to this 
legislation, prenatal care providers were required lo counsel pregnant women about the benefits 
of HIV testing. The 1999 legislation builds on this requirement, adding two voluntary tests 
during the prenatal period with testing offered again at delivery for patients that decline. HW 
testing is mandatory for the newborn ifmatemal HIV status is unknown at the time of delivery. 

Your letter raises a number of specific questions that are addressed below. 

Would you deem it a success? Appropriate HIV testing during pregnancy is an essential 
component in the prevention of perinatal HIV transmission. The 1 999 legislation has liad a 
dramatic Impact on the rate of HIV testing in pregnant women in Connecticut. Prior to the 
legislation, 28% of prenatal records included documentation ofHIV testing. At the same time 
testing rales for other infectious diseases including hepatitis B. sj'philis and rubella were over 
95%. With the enacinietit of this legislation, the HIV testing rale increased to 90% by two 
months after implementation. A study is cuirently being conducted to assess the prenatal testing 
rate for children bom in 2003, 

Has ii enabled you to belter identij)- and provide ireaiment to more ^vomen with HIV and 
children at risk for infection? The legislation ensures that all pregnant women and their 
providers have the best opportunity to Icam about HIV infection in Lime to start treatment and 
also lo take advantage of other prevention measures, such as appropriate use of Cesarean section 
and rcslnction on breastfeeding. During 1 996-2004, 50-70 HlV-positivc pregnant women 
delivered each yciu in a biith cohort of approximately 42,000 (1.2- 1 .7 per 1 ,000 births) (source: 
HIV suiveillance). Approximately 60% of cases wore known to be HIV positive prior to 
pregnancy both before and aAer legislation. Before legislation, however, 24% of HIV-positivc 
women received iheir first diagnosis during pregnancy but this inorea.sed to 34% after the law 
was implemented with fewer women being identified at or after delivery (5% before the 
legislation to 1% after). For 5%-I0% of cases, lime of diagnosis could not be detennined. 
However, the legislation has also been paiticuiarly important in cases where te.sting might aoi 
happen i f it wa.s based on nsk asses.sment only. This include.'; ca.'ies whore there is little or no 
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perception of risk on the part of the patient/provider, and where the patient is not forthcoming 
about her risk or is unaware of her sex partner’s risk. Although it happens infrequently, we have 
also learned that in some cases, an unexpected positive test has resulted in further testing in the 
family with identification of other HIV-infected persons, such as sex partners and other children. 

Has there been any evidence that this law has discouraged women from seeking prenatal care? 
The results from a survey of obstetricians conducted in 2001 (asking about their experiences in 
2000, the first full year after the law was implemented), suggested that they perceived little 
negative impact on tlieir practices/patients (-90% response rate among prenatal care providers). 
For example, 84% indicated that the legislation had no impact or a positive impact on their 
practice/patients. An additional 6% indicated that the legislation had both positive and negative 
effects (6% indicated negative impact and 5% did not aiiswer). Negative comments generally 
mentioned increased costs and rime required for counseling. Conversely, however, many 
providers indicated that having the legislation facilitated testing. An analjfsis of birth record data 
for 2000 indicated that there was no significant overall decline in the number of prenatal visits or 
month of gestation at which prenatal care began. 

What was the number of newborns with HIV/AfDS recorded annually prior to the taw and in the 
most current year for which you have data? The number of HIV-positive newborns reported to 
the Department is the following: 1996=6 (of 67 exposed children); 1997=3(69); 1998=1 (64); 
1999-5 (70); 2000=1 (75); 2001=4 (68); 2002=0 (63); 2003=0 (50); 2004=0 {51). Final status 
cannot be determined for some children ranging from 1.4% to 22.0% of exposed children in a 
given year. While this can change with late reports, it is noteworthy that no HlV-infccted 
newborns have been reported who delivered during 2002-2004. We would not attribute this 
progress entirely to the legislation but a high testing rate is prerequisite to a low transmission 
rate. Other factors play a role as previously mentioned, including progress that is being rr.ade in 
treatments that can reduce HIV viral load to a very low level thus reducing the risk inherent in 
blood exposure at delivery. 

What percentage of pregnant women refused HIV testing? In the 200 1 survey of obstetricians, 
40% of respondents indicated that no patient had refused testing subsequent to the legislation, 
44% indicated loss than 3% of patients had refused testing. 8% indicated that 3-10% of patients 
refused, and 8% did not answer the question. In the year in which this survey was conducted, 
HIV testing was still controversial and tliere was likely some continuing adjustment in prenatal 
care provider practices and among pregnant women. In the years since enactment, the 
controversy surrounding the legislation has moderated significantly. 

What are their reasons for refusing testing? Information about this was not collected as part of 
the survey of obstetricians. Anecdotally, we have been told that perception of low risk is a 
motivator in refusing testing. However, perception of risk seems to be HIV specific in that many 
fewer women have syphilis infection during pregnancy and that is not a test that is resisted. 

What percentage of newborns and new mothers are sent home after delivery with an unknown 
HIV status? How does this compare to the percentage prior to the enactment of the law? 
Answering this question accurately would require an assessment of newborn records, which has 
noi been done. The newborn testing provision of the legislation is meant to ensure that m rtenial 
HiV status is known for every pregnant woman. Although not part of the legislation, rapid 
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testing protocols have been implemented m all Connecticut hospitals with maternity services to 
ensure that HIV status is determined for pregnant women who have not had prenatal care or who 
may have previously declined testing. 

Mat percentage of women and children that test positive for HIV antibodies are then referred 
into appropriate care? All HIV-positive women and their exposed newborns are referred to 
appropriate care. Patient compliance can occasionally be a problem for a number of reasons and 
in areas that are distant from tertiary care centers tliat specialize in HTV treatment, travel to the 
care center can create barriers to following through on referrals. 

Finally, a comment about whether the legislative approach to increasing testing is preferred to 
education of providers and patients. The periodic assessments of testing rates for infectious 
diseases that have been conducted by the Department have shown that while the testing rate for 
hepatitis B increased from 52% to 95% in response to educational activities over a four-year 
period (1 990- 1 993), the testing rate for HIV remained constant at 28% for four years ( 1 996- 
1999) prior to the legislation. 

If you have any other questions with respect to this matter, please do not hesitate to contact 
Aaron Roome, PhD, Supervising Epidemiologist, HfV/AlDS Surveillance Program, He may be 
reached at 860-509-7900. 




J. Robert Galvin, MD, MI’H 
Commissioner 
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Connecticut Statutes (http://www.cga.ct.gov/200S/pnb/Titlel9a.htm) 


I9a-593 establishes that all pregnant women must receive HIV counseling during prenatal care 
and that if testing is refused on admission for delivery it must be in writing. 

Sec. 19a-593. Testing of pregnant women and newborns. 

(a) Each health care provider giving prenatal care to pregnant women in this state shall inform 
her, or ascertain from the woman's medical record that such information has already been 
provided to her, that HIV testing is a part of routine prenatal care and shall inform her of the 
health benefits to herself and her newborn of being tested for HIV infection. Such information 
shall be conveyed along with the counseling required by section 19a-582. The health care 
provider shall inform the patient that HIV-related information is confidential pursuant to section 
19a-583. Ifthe patient provides informed consent to an HIV-related test consistent with section 

! 9a- 582, the health care provider responsible for HIV counseling under this section shall 
perform or arrange to have performed an HIV-related test and document the test result in the 
medical record, 

(b) If, during the current pregnancy, an HIV-related test has not been documented in the patient's 
medical record at admission for delivery of the baby, then the health care provider responsible 
for the patient’s care shall inform the pregnant woman as required under subsection (a) of this 
section and shall also inform her of the health benefits to herself and her newborn of being tested 
for HIV infection either before delivery or within twenty-four hours after delivery and, in the 
absence of specific written objection, shall cause such test to be administered. 

(P,A. 9.5-269, S. 2; .lunc Sp. .Sess, P.A. 99-2, S. 29.) 

History: ,lune Sp. Sess. P.A, 99-2 deleted existing provisions requiring obstetrician-gynecologists 
to notify pregnant women of the availability of AIDS testing, added Subsec. (a) re infonnation 
on HIV testing, performance of HIV testing and documentation of test results, and added Subsec. 
(b) re HiV informalion and testing at admission for delivery. 

See Sec. 19a-55 re newborn infant health screening. 

See Sec, 19a-90 rc blood lest of pregnant women. 
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I9a-90 establishes that HIV testing must be offered twice during prenatal care, once early in pregnancy 
and once during the third trimester, consistent with syphilis testing. 

Sec. 19a-90. (Formerly Sec. 19-47). Blood testing of pregnant women for syphilis and AIDS. 

(a) Each physician giving prenatal care to a pregnant woman in this state during gestation shall 
take or cause to be taken a blood sample of each such woman within thirty days from the date of 
the first examination and during the final trimester between the twenty-sixth and twenty-eighth 
week of gestation or shortly thereafter subject to the provisions of this section, and shall submit 
such sample to an approved laboratory for a standard serological lest for syphilis and an HIV- 
related test, as defined in section 1 9a-58 1 , provided consent is given for the HIV-related test 
consistent with section 19a-S82. Each other person permitted by law to attend upon pregnant 
women in the state, but not permitted by law to take blood tests, shall cause a blood sample of 
each pregnant woman so attended to be taken by a licensed physician in accordance with the 
time schedule and requirements of this section and such sample shall be submitted to an 
approved laboratory for a standard serological test for syphilis and an HIV-related test, provided 
consent is given for the HIV-related test consistent with section 1 9a-582. A blood sample taken 
at the lime of delivery shall not meet the requirement for a blood sample during the final 
trimester. The term "approved laboratory" means a laboratory approved for this purpose by the 
Department of Public Health. A standard serological test for syphilis is a test recognized as such 
by the Department of Public Health. The laboratory tests required by this section shall be made 
on request without charge by the Department of Public Health. 

(b) The provisions of this section shall not apply to any woman who objects to a blood test as being in 
conflict with her religious tenets and practices. 

(1949 Rev.. .S. I’.A. 77-614. S. m. 610: P.A. 79-.W: P.A. 90-1.1, .S. 3; l>./\. S. 9. .79: 

I’.A. 9,v2.'!7. S. 12. 21. .'IS: June Sp, Scss. P.A. 99-2. S. .11.) 

I lislory; P.A. 77-614 replaced department of health with department of health services, effective 
•lanuary 1, 1979: P.A. 79-,'19 simplified language and required blood sample taken during final trimester of 
pregnancy; Sec. 19-47 transfcired to See. !9a-90 in 1983; P.A. 90-13 amended Subsec. (a) to specify that 
the test during the final trimester be done between the twenty-sixth and twenty-eighth week of gestation 
and added Subsec. (b); P.A. 93-38 1 replaced department of health services with depailment of public 
health and addiction services, effective July 1, 1993; P.A. 9,3-257 replaced Commissioner and Department 
of Public Health and Addiction Services with Commissioner and Department of Public Health, effective 
July 1, 1995; June Sp. Sess. P.A 99-2 added HIV-related test requirement in Subscc. (a). 

Sec See. 19a-55 re newborn infimt health screening. 

See See. 1 9a-2 1 5 re required reporting of communicable diseases. 

See Sec. 19a-593 re testing of pregnant women and newbonis. 
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l9a-55 establishes HIV testing for newborn infants unless the mother was tested during prenatal care 

Sec. 19a-55. (Formerly Sec. 19a-21b). Newborn infant health screening. Tests required. 
Fees. Regulations. Exemptions, (a) The administrative officer or other person in charge of each 
institution caring for newborn infants shall cause to have administered to every such infant in its 
care an HIV -related test, as defined in section 19a-581, a test for phenylketonuria and other 
metabolic diseases, hypothyroidism, galactosemia, sickle cell disease, maple syrup urine disease, 
homocystinuria, biotinidase deficiency, congenital adrenal hyperplasia and such other tests for 
inborn errors of metabolism as shall be prescribed by the Department of Public Health. The tests 
shall be administered as soon after birth as is medically appropriate, if the mother has had an 
HIV-related test pursuant to section 19a-90 or 19a-593, the person responsible for testing under 
this section may omit an HIV-related test. The Commissioner of Public Health shall (1) 
administer the newborn screening program, (2) direct persons identified through the screening 
program to appropriate specialty centers for treatments, consistent with any applicable 
confidentiality requirements, and (3) set the fees to be charged to institutions to cover all 
expenses of the comprehensive screening program including testing, tracking and treatment. The 
fees to be charged pursuant to subdivision (3) of this section shall be set at a minimum of twenty- 
eight dollars. The commissioner shall adopt regulations, in accordance with chapter 54, 
specifying the abnormal conditions to be tested for and the manner of recording and reporting 
results. On or before January 1, 2004, such regulations shall include requirements for testing for 
amino acid disorders, organic acid disorders and fatty acid oxidation disorders, including, but not 
limited to, long-chain 3-hydroxyacyl CoA dehydrogenase (L-CHAD) and medium-chain acyl- 
CoA dehydrogenase (MCAD). 

(b) The provisions of this section shall not apply to any infant whose parents object to the test or 
treatment as being in conflict with their religious tenets and practice. 

(1-diruary. 196.5. P.A. IDS, .S. 1,2; l>.A. 77-614. .S. .12.1, 610; P.A. 78-193. S. I. 2. 4; P.A. 92-227, .S, 
1.2: I’.A. 9.1-.38). ,S. 9. 39; P.A. 95-257, S. 12. 21, 58: June 18 Sp. .Sess. P.A. 97-8. S. 26: June Sp. Sess. 
P.A, 99-2, S. 30: P.A. 02-1 13, S. 1; June 30 .Sp. .Sc.ss. P.A. 03-3. S. 5.) 

History: P.A. 77-614 replaced depailment ofheallh with department of health services, effective 
January 1. 1979; P.A, 78-19.3 included tests for hypothyroidism and galactosemia and transferred 
regulation power from department to commissioner; Sec. 1 9-2 1 b transferred to Sec. 19a-55 in 1983; P.A. 
92-227 amended Subsec. (a) to add sickle cell disease, maple syrup urine disea.se, homocystinuria and 
biotinidase dclicieiiey to list of diseases for infant testing and to detail responsibilities of the 
commissioner in administering the program; P.A. 93-381 replaced dcparinieni of health services with 
department ofpuhlic health and addiction services, effective July 1, 1993; P.A, 95-257 replaced 
Commissioner and Department of Public Health and Addiction Services with Commissioner and 
Department ofPiiblic Health, effective July 1. 1995; June 18 ,Sp. Sess. P.A. 97-8 added congenital adrenal 
hyperplasia to the list of diseases tested for; June Sp. Sess. P.A. 99-2 amended Sub.sec. (a) by replacing 
"inl'anis twenty-eight days or lcs.s of age" with "newborn infants", adding HIV-related test, adding 
provision that tests be administered as soon after birth as is medically appropriate and that le.st may be 
omitted if done under other stalutcs, and adding "consistent with any applicable confidentiality 
requirements" in Subdiv. (2); P.A, 02-1 13 amended Subsec. (a) to add requiremem for testing of "other 
metabolic diseases", to add ti minimum fee requirement of twenty-eight dollars, and to add requirement 
that on or beibre January 1 , 2003, the regulations shall include testing for amino acid disorders, organic 
acid disorder. s and fatly acid oxidation disorders; June 30 Sp, Sess. P.A. 03-3 amended Siibsec. (a) by 
changing date for regulations requiring testing for certain disorders from January 1 . 2003. to January 1 . 
2004, effeclive August 20, 2003. 
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The Advocate (Connecticut) 

March 14, 2003 

Number of HIV-infected babies drop after new law 
decrease 

By Asante Green 
Staff Writer 

STAMFORD — A state law mandating that doctors notify pregnant women about HIV 
counseling and testing has significantly decreased the number of infected newborns, 
health officials say. 

The rate of neonatal HIV infeetion dropped from 11.9 percent in 1995 to 1.9 percent 
after mandated screening in 1999, when the state required health-care providers to 
notify pregnant women that HIV testing is part of routine care. 

According to the new law, if expectant mothers refuse testing, newborns are tested 
without their consent. 

"There were some women out there who were infected with HIV who didn't have readily 
identifiable risk factors who, because of that, weren't screened," said James Hadler, a 
state epidemiologist. "With the screening law, every pregnant woman is screened."We 
also knew there were highly effective treatments that could keep a mother from passing 
HIV to her child," he said. "The only way you could apply that treatment was if you 
knew before birth that the mother was infected." 

There is a 25 percent chance that an infected mother can transmit the virus to her unborn 
baby if she is untreated, and a 2 percent chance if the mother is treated, Hadler said. 

Under a policy of voluntary screening from 1992 to 1998, one to three cases of HIV 
pregnancy were documented in Stamford, according to a study by Stamford Hospital 
published in the January edition of Connecticut Medicine. 

With universal screening, many more cases have come to light. 

Before the mandatory screening law was passed, roughly 30 percent of mothers were 
screened statewide, identifying 70 percent to 90 percent of those infected with HIV, 
Hadler said. 

From 1995 to 1999, before the law, 60 to 65 babies were born with HIV each year in 
Connecticut, Hadler said. Statistically, fewer than one baby is born annually with 
HIV today, he said. 

The purpose of the Stamford Hospital study was to report the impact of mandatory 
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prenatal HIV screening, said Dr. William Cusick, associate director of Maternal Fetal 
Medicine at Stamford Hospital. 

"The reduction in neonatal HIV infection documented at our institution has mirrored the 
success experienced statewide," Cusick said. 

A total of 2,352 infants were bom to 2,239 mothers at Stamford Hospital during the 
study. 

Seven pregnant women identified as HIV positive were treated with anti-HIV 
injections to reduce transmission to their unborn babies. AH seven of the infants 
born to these mothers tested negative for HIV, aecording to the study. 

"We estimated that seven of the nine cases of HIV infection we identified would 
have been missed under a policy of voluntary HIV screening ." Cusick said. 

The other two cases were the husband and 18-month-old baby of an HIV-infected 
woman — cases that also would have been missed if the pregnant mother was not 
informed that HIV testing was part of routine obstetric care, Cusick said. 

"Prenatal testing gives you your best opportunity to prevent transmission to the baby," he 
said. "Within the first 10 months the law was enacted, we found that women didn't have a 
problem with accepting the test so long as we told them it was part of routine lab tests, 
that everyone needed to get done," Cusick said. 

Debra Katz, director of HIV Programs for the Stamford Health Department, said the 
department and the hospital have encouraged prenatal and neonatal screening for eight 
years. 

"It is much more important to test the mother than the baby," Katz said. "If you find out 
earlier that the mother is infected, you could test and treat the mother to decrease the 
chances of the baby getting the disease." 
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Arkansas Department 
of Health and Human Services 

Division of Health 

Paul K. Halverson, DrPH, Director 


P.O. Box 1437, Slot H-39 Little Rock, AR 72203-1437 


501-66J-2400 


U 


TDD: 1-800-234-4399 


April 14, 2006 


The Honorable Tom Cobum, M.D. 
United Slates Senator 
800 North Baltimore Avenue, Suite 800 
Tulsa, OK 74119 


Dear Dr. Coburn, 

The Arkansas law requiring testing of pregnant women in Arkansas was enacted in as Act 963 of 
] 997. The law slates that: 

Every physician or other health care provider who attends pregnant women must test 
each woman for syphilis, HIV, and Hepatitis B and inform her of the risks of transmitting 
these infections to her child. The patient has the option to refuse to be tested; in this case, 
refusal should be noted in the patient’s medical record. 

One of the factors that greatly influenced the success of this Act and support for it in the 
Arkansas General Assembly was that Arkansas has required “named reporting” of HIV infected 
individuals since 1988 when the Act 96 of 1913 was amended to include HIV and AIDS. This 
enabled the public and private medical providers to track HIV infected clients and impacts the 
health outcome of the HIV infected client. If the client is pregnant we are able to impact both the 
mother’s and the baby’s health outcome. Success can be measured by the fact that Arkansas has 
not had a reported case of perinatal HIV transmission since 2002. From 1983-1997, 44 cases of 
perinatal HiV transmission were reported. Since 1997 (the year we enacted required prenatal 
testing) only 17 cases of perinatal transmission have been reported. 

Currently, in Arkansas the HIV test is provided as part of a standard battery of screening tests 
performed for all pregnant women seeking prenatal care. Most HIV infected pregnant women 
identified in Public Health Clinics are referred to the University of Arkansas Medical Sciences 
Campus (UAMS) “High Risk Clinic”. UAMS provides the specialized care and follow-up the 
HIV infected woman and her unborn child require. Upon birth, infants of HIV infected mothers 
are transferred to the Arkansas Children's Hospital. If eligible, the women are also referred to 
the Title II Ryan White Care Act funded Consortia. The Consortia enroll the eligible client in 
the AIDS Drug Assistance Program (ADAP) and provide supportive services. Reasons for 
pregnant women not being tested for HIV prior to delivery vary from those who already know 
their HIV status, to women who did not return for prenatal care, to women who received no 
prenatal care and delivered at home, to the very small percentage who choose not to be tested. 


www.heakhyarkansas.com 
Serving more than one million Arkansans each year 
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During 2005 , 5,063 of the 5,483 ( 92 %) women attending public maternity clinics in Arkansas 
were tested for HIV, and of those, 15 (.003%) tested positive for HIV. All 1 5 received prenatal 
care and all 15 delivered infants. We are still tracking the serological status of the infants (for up 
to 1 8 months) to determine if they are HIV infected. For both Arkansas’ public and private 
providers in 2005 , approximately 35,046 women delivered infants. From our reporting, HIV 
Surveillance and the Pregnancy Risk Assessment Monitoring Survey (PRAMS), 86% of the 
35,046 women were tested for HIV. A total of 23 infants were born to HIV infected mothers 
during 2005 and none of the infants have sero-converted. 

We have no evidence to support the concern that adding the HIV screening to routine prenatal 
care has caused women to be less likely to .seek prenatal care. 

Thank you for recognizing Arkansas as a leader in this area and we hope this information is 
useful. Please feel free to contact me at (501) 661-2000 if you have any additional questions. 


Sincerely, 



Paul K. Halverson, DrPH 

Director of Health and State Health Officer 
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ST4TE Or TENNESSEE 
DEPARTMENT OF HEALTH 
CORDELL HULL BLDG- 
a25 5TH AVENUE NORTH 

PHfL BREDESEN NASHVILLE TENNESSEE 3T2A7 KENNETH S. ROBINSON, M.D. 

GOVERNOR COMMISSIONER 


April 19, 2006 


The Honorable Tom A. Coburn, M.D. 

U.S. Senator 
United States Senate 
Washington, DC 20510-3604 

Dear Senator Coburn: 

1 am responding to your letter requesting information about Tennessee’s experience with 
HtV testing for pregnant women and perinatal HIV transmission. Tennessee’s law on 
HIV testing for pregnant women was passed in 1997 and is considered “opt out” 
legislation; requiring a pregnant woman to be administered a test for HIV unless she 
“opts out.” This has resulted in early identification and treatment of pregnant women and 
their infants, resulting in a significant decrease in perinatal transmission of HIV. 
Tennessee considers this statue to be a success. 

The chart attached illustrates a comparison of births by HIV infected women to the 
numbers of infants infected through perinatal transmission in Tennessee since the law 
was enacted. We do not have the number of births that occurred by HIV infected women 
in 1996, the year prior to the legislation. However, we do know that there were 1 5 HIV 
infected infants born during that year. Although there have been fluctuations in the 
annual numbers of infected infants, the table demonstrates a decreasing trend of perinatal 
transmission. 

In an effort to further lower the number of HI V infected infants, a partnership was created 
between the Department of Health and a large urban hospital where most of the infected 
infants have been delivered. Beginning in early summer of 2006, the hospital will be 
offering the HIV rapid test in labor and delivery to any woman whose HIV status is 
unknown. Since the law is “opt out,” unless the woman specifically refuses, she will be 
tested. We believe that this increase in testing will further lower the number of HIV 
infant transmissions. 

There is no evidence in Tennessee that the law has discouraged women from seeking 
prenatal care. An analysis of the percentage of women with no prenatal care before 
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delivery indicates no significant change from 1996 to 2004. The percentage of pregnant 
women who received no prenatal care fluctuated from 1.3 to 1.5 during that time with no 
discernable trend. 

We do not have data on the percentage of women who refused testing or their reasons. 
There is no requirement in the legislation for providers to report this information; 
anecdotally, we believe the number to be very small. We also do not have data on the 
percentage of newborns and new mothers that are sent home after delivery with an 
unknown HIV status. Our belief is that most of the transmission is occurring in substance 
abusing women who do not seek prenatal care or in infected women who have not 
developed antibodies at the time of the initial test. 

All of the women and children who test positive in Tennessee are referred into care 
through our network of AIDS Centers of Excellence. Both Memphis and Nashville, 
where most of the births to HIV infected women occur, have strong outreach and case 
management programs for finding and following HIV infected pregnant women and their 
infants. The program at the Comprehensive Care Center in Nashville has provided care 
forever 139 HIV infected pregnant women delivering 150 infants without a single infant 
transmission. This has been accomplished through intensive case management during the 
prenatal period and the infant’s first months. Although very labor intensive and time 
consuming, the program has demonstrated cost effectiveness. 

The experience in Tennessee with prenatal HIV testing has been a very positive one with 
demonstrated decreased transmission. We are certainly supportive of the efforts to make 
HIV testing a routine part of prenatal care. If you have additional questions, please do 
not hesitate to contact me. 

Sincerely, 



Commissioner 

KSR/AJS 


Attachment 
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httD://wwvv.denvcrhcalth.oi't>/News/NewsRelease.asp.x 



Denver 

Heaeth 


NEWS 


Level One Care for ALI. 

777 Bannock Street, MC 0278, Denver, CO 80204 Phone: 303-436-6606 Fax: 303-436-513 1 


Pregnant women readily accept HIV testing, Denver Health study shows 

Monday, July 28, 2003 
Contact: Tony Encinias 

303-436-5401 
Bill Burman, M.D. 

303-436-8197 

A four-year study of more than 12.000 pregnant women at Denver Health 
Medical Center indicated that more than 98 percent voluntarily agreed to an HIV 
test, while less than 1% (20 patients, 0.2%) refused. An additional 197 women were 
not tested, but were not documented as having refused testing. Most of the 197 women 
did not have prenatal care, making it difficult to perform screening tests prior to 
delivery. 


A multidisciplinary team of Denver Health infectious disease, OB/GYN, and 
family practice physicians and a graduate student reviewed records of women who 
delivered at Denver Health between January 1 , 1998 and December 3 1 , 200 1 . 

“Perinatal transmission of HIV is preventable,” explained Bill Burman, M.D,, the 
study’s principal investigator, and medical director of Denver Publie Health’s Infectious 
Diseases Clinic, “but this approach to HIV prevention will only work if a high percentage 
of pregnant women agree to be screened.” 
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Testing programs requiring lengthy counseling and written consent, called 
opt-in, have substantially lower rates of HIV screening than do testing programs 
using verbal consent and recommending HIV screening to all pregnant women, 
called opt-out. 

The 98.4 percent rate of screening at Denver Health is the highest rate of 
HIV screening in pregnancy that has been reported in the United States. Biirman 
said the study confirms that the opt-out strategy is highly effective in a large urban 
health care system. The groun hones to increase the rate of screening to nearly 
100% now that a convenient rapid HIV test is available. 

Previous studies in the U.S. demonstrated HIV screenings were lower (from 31 - 
85 percent), leading to concerns that a significant number of women would refuse such 
screenings during their pregnancy. 

Denver Health, formerly known as Denver General Hospital, integrates acute 
hospital and emergency care with public and community health and includes the Rocky 
Mountain Regional Trauma Center, Denver's 91 1 emergency medical response system, 
Denver Health Paramedic Division, 10 family health centers, 13 school-based health 
clinics, the Rocky Mountain Poison and Drug Center, NurseLine, Correctional Care, 
Denver CARES, Denver Public Health, Denver Health Medical Plan, Rocky Mountain 
Center for Medical Response to Terrorism, Mass Casualties and Epidemics and the 
Denver Health Foundation. 


- 30 - 







The Associated Press 

May 12, 1995, Friday, PM cycle 
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In Surprise Move, CDC Ends AIDS Tests on Newborns 

By LAURAN NEERGAARD, Associated Press Writer 
DATELINE; WASHINGTON 

American babies will no longer be tested for the AIDS virus at birth as part 
of the federal government's efforts to track the growing epidemic. 

The Centers for Disease Control and Prevention, in a surprise move, 
announced the suspension of the $ 10 million newborn HIV survey 
Thursday, telling Congress it was time to re-evaluate whether those funds 
could be better spent. 

The move came less than an hour after a congressman pleaded for the 
CDC to tell all mothers the results of those AIDS tests, which have been 
conducted anonymously in 45 states since 1988. 

The testing has been kept anonymous because 80 percent of babies born 
to HIV-infected mothers never develop AIDS - but they test positive at birth 
since all newborns carry their mother’s immune cells. Thus, testing 
newborns was the CDC's way to track AIDS in young women. 

"How unconscionable is it to let a mother think she's taking home an 
otherwise healthy infant when there are things that can be done to help 
that child?" Rep. Gary Ackerman, D-N.Y,, asked a House Commerce 
health subcommittee debating the issue. 

He introduced legislation to "unblind" the CDC survey, requiring any state 
that participates to give the mother the test results so she could quickly 
seek treatment if her child proves to be infected. 

The CDC's decision could kill Ackerman's bill; he didn't immediately 
comment. 


AIDS activists call Ackerman's bill tantamount to mandatory AIDS testing 
of women, which they say will scare some women away from health care. 
But they were stunned by the CDC's suspension of the survey as well. 
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"This is one more misstep in a series of missteps," said Terry McGovern of 
the HIV Law Project in New York. "It was a political decision. ... The study 
has been really useful - in the early years, it was only evidence we had 
that" AIDS was fast becoming a danger to heterosexual women. 

The CDC deemed the newborn testing unnecessary because it is about to 
call for every pregnant woman - 4 million annually - to be voluntarily tested 
for AIDS early in her pregnancy, CDC's Dr. Helene Gayle told the 
congressional hearing. 

The CDC guidelines, which become the nation's standard of care, come 
because new research shows women can cut by two-thirds their chance of 
infecting their babies if they take the drug AZT during early pregnancy. 

"We can save hundreds of babies' lives this way," CDC AIDS chief Dr. 
James Curran said. "And every pediatrician will know every baby who's 
exposed." 

Lawmakers questioned whether the CDC was right to disband the survey - 
and to oppose Ackerman's attempt to expand it into a tool to diagnose 
babies. 

Doctors automatically test newborns for syphilis and tell the mothers the 
results, noted Rep. Tom Coburn, R-Okla., himself a doctor who insists his 
pregnant patients be tested for AIDS. 

"Is that an adequate policy to control this epidemic?" he asked. 

"The whole nature of HIV is very different from the nature of syphilis," a 
more treatable disease, Gayle responded. She added that CDC's decision 
isn't final - she'll ask states and outside experts whether the survey should 
be reestablished. 

AIDS is the fourth-leading cause of death among women of childbearing 
age, and is increasing by about 8 percent a year among women. Some 
7,000 HIV-infected women give birth each year and 2,000 of their babies 
are infected. 



Chicago Tribune 
July 29, 2003 
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Ignorance hinders the AIDS fight, researchers say 
More HIV testing, awareness urged 

By Peter Corner 
Tribune science reporter 

New studies released Monday underline the major role ignorance still 
plays in controlling the 20-year-old HIV and AIDS epidemic in this 
country. 

"Although we've seen great progress in preventing the disease, an 
estimated 850,000 to 950,000 Americans are now living with HIV, a 
quarter of whom are unaware of their infection," said Dr. Ronald O. 
Valdiserri, co-chairman of a summit conference on HIV and AIDS 
prevention in Atlanta, during a news conference Monday. 

Three thousand public health experts, researchers and advocates for 
the prevention and treatment of AIDS are attending the three-day 
2003 National HIV Prevention Conference, sponsored by the Centers 
for Disease Control and Prevention in Atlanta, which ends Tuesday. 

Taken as a whole, the research presented Monday suggested ways 
to bolster several fronts in fighting AIDS, including making HIV tests a 
routine part of medical care, expanding access to the test, increasing 
attention to prevention among people who carry the virus and 
reducing mother-to-child transmissions. 

Last year 16,371 Americans died of AIDS, and about 40,000 new 
cases are reported annually, Valdiserri said. 

He restated preliminary 2002 CDC data that showed a 2.2 percent 
increase in new AIDS diagnoses and a 5.9 percent decrease in 
deaths. 


Valdiserri and other federal health officials also sounded an alarm 
that the effectiveness of a life-prolonging drug regimen, commonly 
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known as drug "cocktails," introduced in the mid-1990s may have hit 
a plateau. This was attributed to failure of the treatment in some 
cases, the difficulty that many patients have following a complex drug 
regimen and late diagnosis and treatment. 

"Efforts to increase the number of HIV-infected people who are aware 
of their HIV status and to link them to testing, treatment and 
prevention services are critical to reducing new infections," Valdiserri 
said. 

"I don't think we're losing the war. But we're certainly not finished with 
the war." 

Researchers emphasized the psychological difficulties faced by many 
health care providers and patients in explicitly discussing risky sexual 
behavior and the dangers they pose for infection. 

For instance, one study of primary care clinics across the nation 
found that doctors and nurses rarely offered HIV-infected patients 
information about how to protect their partners. 

Another study detailed a program to bring prevention counseling to a 
gay bathhouse. But the effort suffered from low rates of return for test 
results-only 40 percent of those with HIV infections followed up to 
learn their status, even when told they could get the results by 
telephone. 

Transmission of HIV by mothers to their newborns remains a problem 
despite major advances, the CDC said. 

In two surveys of recently pregnant women, 20 percent reported they 
had never been tested for HIV, despite government 
recommendations since 1995 that all pregnant women be voluntarily 
tested. 

"Each case of mother-to-child HIV transmission represents a failure 
of our public health system," said Dr. Julie L. Gerberding, CDC 
director. 

"Every pregnant woman should be screened for HIV so that treatment 
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can be offered, if needed, to protect mother and child." 

About 300 babies a year contract the virus from their mothers, 
despite a sharp drop during the last decade due to effective anti-viral 
drugs to prevent such transmission. 

But as many as 40 percent of women of childbearing age are 
unaware such treatments exist, according to another CDC study. And 
among those who are pregnant, foreign-born women may be nearly 
twice as likely to refuse HIV testing. 

Women were much more likely to be tested during pregnancy if they 
were younger than 25, African-American, had a high school 
education or less, or if they received prenatal care through a public 
provider or Medicaid, the study found. 

Data about foreign-born women came from a survey of 486 foreign- 
born and 330 U.S.-born women conducted by Dr. Getahun Aynalem 
and colleagues at the Los Angeles County Department of Health. 

Being in a monogamous relationship was the primary reason cited by 
the foreign-born women who declined testing. 

However, 5 percent of American-born women who decided against 
testing cited having taken previous tests that had come back 
negative. 

Researchers also took note of several studies positively evaluating 
the OraQuick HIV test that can provide accurate results in about an 
hour for women whose HIV status is unknown at the time of labor. 

The test is not yet available in Illinois, but a bill authorizing it passed 
the legislature and is awaiting the governor's signature, said Tammy 
Leonard, spokesman for the Illinois Department of Public Health. 
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HIV Testing Among Pregnant Women — 

Since 1994, the availability of increasingly effective 
antiretroviral drugs for both the prevention of perinatal 
human immunodeficiency virus (HIV) transmission and 
maternal treatment has resulted in a greater emphasis on pre- 
natal HIV testing and substantial increases in prenatal testing 
rates. In 2000, preliminary data indicated that 766 (93%) of 
824 HIV-infected women in 25 states knew their HIV status 
before delivery (CDC, unpublished data, 2002). However, 
an estimated 280-370 perinatal HIV transmissions continue 
to occur in the United States each year (7). The primary strat- 
egy CO prevent perinatal HIV transmission is to maximize pre- 
natal HIV testing of pregnant women. States and Canadian 
provinces have implemented three different prenatal HIV-testing 
approaches. To assess their effectiveness, CDC reviewed pre- 
natal HIV-anribody testing rates associated with these 
approaches. Medical record data suggest that the “opt-in” vol- 
untary testing approach, is associated with lower testing rates 
than either the “opt-out” voluntary testing approach or the 
mandatory newborn HIV testing approach. 

Under the opt-in approach, women typically are provided 
pre-HIV Ee.st counseling and must consent specifically to an 
HIV-antibody test. Under the opt-out approach, women are 
notified that an HIV test will be included in a standard bat- 
tery of prenatal tests and procedures and chat they may refuse 
testing (2) . Under mandatory newborn HIV testing, newborns 
are tested for HIV, with or without the mother's consent, if 
the mother’s HIV status is unknown at delivery. 

Three methods were used to estimate prenatal testing rates 
among all women who delivered, regardless of whether ch^ 
received prenatal care. First, eight U.S. areas that participated 
during 1998-1999 in CDC’s Active Bacterial Core Surveil- 
lance/Emerging Infections Program (ABC) Network assessed 
HIV testing during prenatal care and <2 days before delivery 
by reviewing a stratified random sample of labor and delivery 
records and prenatal records forwarded to birthing hospitals 
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(3); in collaboration with CDC, network staff received a 
sample of records from all birching hospitals in the surveil- 
lance areas and weighted testing rates to represent ail live- 
born infants in those areas. Second, public health investigators 
in each of the five Canadian provinces tallied the number of 
HIV'^ tests among pregnant women that were submitted to 
provincial laboratories and divided the total by an estimate of 
ail live and stillborn births in each province during the same 
year. Third, CDC analyzed weighted data collected in 1 999 
by interviewers in nine states for CDC’s Pregnancy Risk 
Assessment Monitoring System (PRAMS) (an ongoing, popu- 
lation-based survey conducted in 32 states and New York City 
among women who have given birth during the preceding 
2-6 months [4]), who had asked women if they had been 
tested for HIV during pregnancy. Data on state prenatal HIV- 
testing policies were obtained from the American College of 
Obstetricians and Gynecologists (5). 

HIV-cescing races varied depending on which approach to 
testing was used. Rates for states using the opt-in approach to 
prenatal HIV testing included in the ABC Network ranged 
from 25% to 69% (Table 1), testing rates in Canada ranged 
from 54% to 83% (Table 2), and rates derived from PRAMS 
data ranged from 61% to 81% (Table 3). Two U.S. states 
(Arkan-sas and Tenne.ssee) and two Canadian provinces 
(Alberta, and Newfoundland and Labrador) reported using 
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an opt-out prenatal HIV-tescing policy. ABC Network d-ata 
indicated that Tennessee had a testing rate of 85% (Table 1). 
Canada’s population-based data indicated a 98% testing rate 
in Alberta and a 94% testing rate in Newfoundland and 
Labrador (Table 2). PRAMS interview data indicated a 71% 
testing rate in Arkansas (Table 3), compared with a 57% test- 
ing rate early in 1997 before the law was implemented 
(Arkansas Department of Health, personal communication, 
2002). Two states (New York and Connecticut) require HIV 
testir^ of newborns whose mothers were nor tested during 
pr^nancy. In New York, an ABC Network review of medical 
records in seven <x)unties in the Rochester area indicated that 
the proportion of pregnant women who received a prenatal 
HIV test increased from 52% of 438 charts during January 
1998— July 1999 ro 83% of 112 charts during August— 
December 1999 after New York required that newborn HFV'’ 
testing results be made available within 48 hours of specimen 
collection (Table 1). PRAMS data for 1999 indicated that 
the proportion of women statewide who reported having 
received an HIV test during pregnancy increased from 69% 
of 758 women during January-July to 93% of 502 during 
August-December (Table 3). In separate, statewide analyses 
of prenatal testing reported on newborn metabolic screening 
forms from all live-born inftints. New York reported prenatal 
HlV-cesting races of 89% in 2000 and 93% in 2001 (New 
York State Department of Health, personal communication, 
2002). In Connecticut, an ABC Network review of 668 charts 
indicated a testing rate of 31% during January 1998- 
vSeptember 1999. compared with 81% of 93 charts reviewed 
during October-December 1 999 after enactment of the man- 
datory newborn testing law (Table 1). 

Reported by: A Roome, PhD, J Hadler MD, Connecticut Dept of 
Public Health. G Birkhead MD, AIDS Institute, New York State Dept 
of Health. S King, MD, The Hospital fir Sick Children, Toronto; 
C Archibald, MD, Health Canada. S Schrag, DPhil, Active Bacterial 
Core Surveillance/' Emerging Infections Program Network, Div of 
Bacterial and Mycotic Diseases, National Center fir Infectious Diseases; 
A Lansky, PhD, Pregnancy Risk Assessment Monitoring System, Div of 
Reproductive Health, National Center for Chronic Disease Prevention 
and Health Promotion; S Sansom, PhD, M Fowler, MD. I Onorato, 
MD, J Anderson, PhD, Div of HIV/AIDS Prevention, National Center 
fir HIV, STD, and TB Prevention, CDC. 

Editorial Note: Prenatal HIV testing affords the best oppor- 
tunity for the prevention of perinatal HIV transmission. On 
the basis of clinical trial data, perinatal HIV-transmission rates 
among HIV-infected women who begin antiretroviral treat- 
ment during pregnanq' are as low as <2% (6), compared with 
12%— 13% early transmission rates among women who do 
not begin preventive treatment until labor and delivery or 
after birth (7) and 25% among women who receive no pre- 
ventive treatment {8). 
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TABLE 1 . Numter of medical charts reviewed and (^rcentage of charts with a documented prenatal HIV test for pregnant women, by 
testing approach and area — Active Bacterial Core Surveiiianee^merging infections Program Network, eight states, 1998-1999 


State 

Testing approach 

No. charts 
reviewed 

% with 
HIV test* 

(95% C|t) 

Tennessee (five counties) 

Opt-out§ 

623 

85% 

{82.1%-88.5%} 

New York (seven counties in the Rochester 
area) 

Mandatory newborn testing^ wittiout expedited testing requirement" 
Mandatory r>ewbom testing: resulte reUimed within 48 hours'^f’ 

• 438 

112 

52% 

83% 

(47,3%-57.1%) 

(75.0%-91.5%) 

Connecticut 

Opt-in§§ 

Mandatory newfcxxn tesfing; results wifiitn 48 hours^ 

668 

93 

31% 

81% 

(27.0%-34.3%) 

{72,3%-88,7%) 

Maryland 

Opt-in 

665 

69% 

(65.4%-72.8%) 

Georgia (20 counties in the Atlanta area) 

Opt-in 

866 

66% 

(61.8%-69.6%} 

Minnesota (seven counties in the 
Minneapolis/St. Paul area) 

Opt-in 

605 

62% 

(57.5%~65.8%) 

California (three counties in the 

San Francisco area) 

Opt-in 

575 

39% 

(34.5%-42.4%) 

Oregon (three counties in the Portland 
area) 

Opt-in 

498 

25% 

(21,5%-29.1%) 


* Percentages are weighted to reflect ail live-bom infants and account for sample weights and design, 
g Confidence interval. 

* Pregnant women are informed that a human immunodeficiency vine (HIV) test is being conducted as a standard part of prenatal care and that they may 
refuse it. 

" Infants are tested for H!V antibodies if the mother was not tested during prenatal care or at delivery. Mother’s consent is not required. Neither Connecticut 
nor New York have data on numbers of newborn infants tested under these lav«. 

*' Policy in effect until August 1999. 

Policy in effect beginning August 1999. 

5* Pregnant women are required to consent specifically to an HIV test. 

^ Policy in effect beginning October 1999. 


TABLE 2. Number of women (telivering and percentage receiving 
prenatal HiV testing, by testing approach, year, and province — 
Canada. 1999-2001 


Province 

Year 

Testing 

approach 

No. 

(%)‘ 

Alberta 

2000 

Opt-ouf 

37,963 

(98) 

Newfoundland and Labrador 

2001 

Opt-out 

4.770 

(94) 

Quebec 

1999 

Opt-in§ 

73,781 

(83) 

British Columbia 

1999 

Opt-in 

41.739 

180) 

Ontario 

2001 

Opt-in 

129,758 

(54) 


' Canadian prenatal human immunodeficiency virus (HIV) testing rates are 
.based on all five-born infants In each province for the year. 

'Pregnant women are informed fiiat an HIV test is being conducted as a 
.star^ard part of prenatal care and that they may refuse it. 

® Pregnant women are required to consent specifically to an HIV test 


Among die three prenatal HIV testing approaches assessed 
in this report, opt-out voluntary testing and the mandatory 
testing of newborns appear to be associated with the highest 
testing rates. On the basis of the chart-review methodolo^, 
prenatal testing rates were higher in Tennessee, which uses 
the opt-out approach, than rates in states using the opt-in 
approach and similar to races achieved with mandatory new- 
born testing in New York during the same time period. A 
similar trend was observed among Canadian provinces. In New 
York and Connecticut, mandatory HIV testing of newborns 
was associated with increases in prenatal testing rates. On the 


basis of PRAMS data, three of seven states using the opt-in 
approach achieved lower prenatal HIV-iesting races than states 
using the opt-out or mandatory newborn testing approaches. 

Increases in prenatal HIY-tcsting races were noted in states 
that shifted from an opt-in approach to either an opt-out or 
mandatory newborn testing approach and were probably 
associated with a greater likelihood chat woman were offered 
HIV testing during prenatal care. Data from the Perinatal 
Guidelines Project Indicated that the majority of women will 
accept HIV testing if it is recommended by their health-care 
provider { 9 ). Perinatal HIV experts and professional organi- 
zations have advocated streamlining prenatal HIV pre-test 
counseling and consent procedures to reduce barriers to the 
offer of testing by health-care providers { 1 , 2 , 10 ). 

The findings in this report are subject to at least seven limi- 
tations. First, resting results for each strategy are for all women, 
and the proportion of HIV-posicive women who accepted 
testing under each strategy is not known. Second, among 
women who did not receive prenatal testing, the proportion 
of women who were not tested because they did not seek pre- 
natal care is unknown. Third, among women who did not 
receive prenatal testing, the proportion of women who were 
tested at labor and delivery or whose infants were tested at 
birth is not known. Fourth, maternal seif-reported data from 
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TABLE 3. Percentage of women who responded that they had, had not, or did not know if they had received an HIV test during their 
most recent pregnancy, by testing approach and state — Prstpiancv Risk Assessment Monitoring Survey, United States, 1999 

state 

Testing apiKt>ach 

No. 

Yes 

Percentage 

No 

Don’t know 

Florida 

Opt-in* 

1,990 

81% 

13% 

6% 

New York’ 

Mandatory newborn testing (1/99-7/99) 

758 

69% 

28% 

3% 


Mandatory newborn testing; results wUiin 48 hours delivery (8/99-12/99) 

502 

93% 

6% 

1% 

North Carolina 

Opt-in 

1.770 

75% 

20% 

5% 

Hfinois 

Opt-in 

1.994 

72% 

17% 

10% 

Colorado 

Opt-in 

2.039 

72% 

21% 

8% 

Arkansas 

Opt-out^ 

1,892 

71% 

13% 

16% 

West Virginia 

Opt-in 

1.327 

67% 

22% 

11% 

Oklahoma 

Opt-in 

1,980 

62% 

25% 

13% 

Ohio 

Opt-in 

1,589 

61% 

25% 

4% 


• Pregnant women are required to consent specifically to a human immurKXtefidency wrus (HIV) test. 

’Excludes New York City. 

^Pregnant women are informed that an HtV test is being conducted as a standard part of prenatal care and that they may refuse it. 


PRAJVIS collected 2-6 months after delivery might be subject 
to recall bias. Fifth, PRAMS data do not indicate whether a 
prenatal-care provider was aware of the womans HIV status. 
Sixth, among the women interviewed in PRAMS, up to 16% 
(in Arkansas) indicated they did not know if they had been 
tested. Finally, chart abstraction can document only prenatal 
HIV testing recorded in macernai medical records; without 
such documentation, clinicians might not be aware of the 
need to offer effective perinatal interventions to infected 
women and their HIV-exposed infunts. 

This report emphasizes the need for better data to assess 
perinatal HIV testing rates in the United States. Ongoing, 
randomized reviews of prenatal, labor/delivery, and pediatric 
charts, with a sampling framework ensuring that the sample 
is representative of the population ofwomen delivering, might 
provide the most valid approach to assessing a state’s progress 
on perinatal HIV testing and prevention. CDC is working 
with states with high HIV prevalence rates among women of 
childbearing age and high numbers of pediatric AIDS cases 
to ensure standardized monitoring of prenatal testing rates. 
The data suggest that jurisdictions that use an opt-in approach 
and that have low prenatal HIV-testing rates should reevalu- 
ate their approach. 
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influenza Outbreak — Madagascar, 
July-August 2002 

In mid-July 2002, Madagascar health authorities were 
notified of a substantial number of deaths attributed to acute 
respiratory illness (ARI) in the village of Sahafata (popula- 
tion: 2,160), located in the rural highlands of Fianarantsoa 
Province, southeastern Madagascar (Figure 1). This region is 
approximately 450 km (280 miles) south of the capital 
Antananarivo. The Madagascar Ministry of Health (MOH) 
and the Instituc Pasteur, Madagascar (fPM) initiated an 
investigation, which found an attack rate of 70% for ARI, 
with 27 deaths in Sahafata. Pharyngeal swab specimens were 
collected from ill persons for viral culture. Of the four influ- 
enza A viruses that were isolated at IPM, two were identified 
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Routine Prenatal HIV Testing as a Standard of Care 

By Getahun Aynalem, MD, MPH, Peter Kerndt MD, MPH, Keilie Hawkins, MPH 

The requirements of pretest counseling and written informed consent are barriers 
to prenatal HIV testing in the United States, an Institute of Medicine (lOM) panel 
concluded in 1999. Therefore, the panel recommended that these requirements 
be eliminated and that prenatal HIV testing become a routine and universal part 
of prenatal care while still protecting the right of a woman to refuse testing if she 
chooses not to be tested, ie, "opts out” Q]. The American Medical Association, 
the American Academy of Pediatrics, and the American College of Obstetricians 
and Gynecologists have endorsed the lOM's recommendations [2]. In 2001 , the 
US Public Health Sen/ice (USPHS) issued revised guidelines for prenatal HIV 
testing that stopped short of the lOM recommendations [3]. The Public Health 
Service advised health care providers to recommend HIV testing to all of their 
pregnant patients but embraced the requirement for specific written informed 
consent required by many states. The Health Service also noted, however, that if 
written consent is deemed a barrier and if state law permits, verbal consent may 
be enough to perform the test [3]. 

Following widespread implementation of the USPHS guidelines, the number of 
HIV tests conducted in prenatal clinics in the United States has risen 
dramatically, resulting in a sharp decline in the number of perinatally acquired 
HIV infections [4], Despite the declines, cases of perinatal HIV transmission 
continue to occur, largely because of missed opportunities for HIV testing during 
pregnancy. The estimated 280-370 infants born with HIV infection each year 
represent populations in which prevention efforts are impeded by lack of timely 
HIV testing and treatment of pregnant women [5]. These continued infections and 
changes in public attitude about HIV disease, along with the technological 
advances in the treatment of the infection, underscore the need for improved 
strategies that ensure testing of ail pregnant women and, if results are positive, 
treatment to safeguard their health and the health of their infants. 
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Past controversy about HIV screening of pregnant women has been less related 
to its scientific aspects than to the social, ethical, and political implications of 
testing and occurred at the time when no effective preventives were known. In 
other words, the case of prenatal HIV testing provides a clear example of how 
nonscientific concerns can trump (whether rightly or wrongly) an otherwise widely 
accepted, evidence-based strategy. Individuals infected with HIV have often 
been subjected to prejudice and discrimination, especially early in the epidemic. 
The high potential for such discriminatory effects was enough to separate HIV 
screening from other kinds of screening for maternal conditions, such as tests for 
Rh factor, blood count, glucose levels, rubella immunity, hepatitis B, syphilis, 
chlamydia, and gonorrhea. Rigid legal requirements for informed consent specific 
to prenatal HIV testing exist in some states, may require patient notification of the 
right to refuse testing, and hinder the implementation of universal testing as a 
routine component of prenatal care [2]. Nonetheless, it has been suggested that 
mandatory testing for HIV in pregnant women is rational, just as is screening for 
syphilis. This is in part because the potential harm to the infant is so great 
(essentially life-or-death) [6], particularly when compared to the relative ease with 
which treatment of the mother can prevent perinatal HIV transmission. 

Mandatory prenatal HIV testing, however, may have negative consequences of 
its own. First, under mandatory testing, some pregnant women may not seek 
prenatal care due to a variety of concerns related to testing HIV-positive. Such 
concerns include the fear of personal illness or death; the fear of losing 
relationships, jobs, or both; fear of domestic violence [7]; and the fear of financial 
hardships and stigma that some HIV-positive persons face [8]. Therefore, 
mandatory testing may reduce the number of pregnant women who seek 
prenatal care, especially those in high-risk populations [9]. Second, mandatory 
testing violates patient autonomy, the right to bodily integrity, and the right to 
make medical decisions about one's care and treatment. It may place individual 
rights of adults at odds with the state's duty to protect the health and safety of 
children. Finally, studies have also shown that, given the high levels of 
acceptance of voluntary HIV testing in the United States, the benefits of 
mandatory testing are minimal [10]. Therefore, with good reason, a strategy of 
routine counseling and voluntary testing with the right of refusal has been widely 
recommended over mandatory testing programs. 

Under the “routine counseling and voluntary testing with the right of refusal” 
strategy, providers of prenatal services can offer HIV testing to all pregnant 
women under their care. Women have the option to refuse the test if they wish. 
This strategy can be accomplished in at least 3 ways. 

• The first and most widely accepted method is to provide HIV testing only 
after the woman has been consulted and her informed consent obtained. 

• The second method recommends that patients be informed about the 
provider’s intent to perform an HIV test, and only if the woman signs a 
form refusing the test (“the right of refusal") is the test withheld. 
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• Lastly, consent of HIV testing may be considered implied by a woman’s 
general consent to supply a blood sample for prenatal testing. This 
method of presumed consent is used in testing for hepatitis B, syphilis, 
chlamydia, and gonorrhea. Women who seek prenatal care are assumed 
to consent to routine testing and are not asked for specific verbal or 
written consent to testing for these diseases. 

Studies indicate that all methods of this strategy are cost-effective [11], 
acceptable to pregnant women, [12] and can achieve the benefits of prenatal HIV 
screening without violating women’s civil liberties [131 . 

Yet, up to 10 percent of pregnant women may not consent to prenatal HIV-testing 
[ 14 , 15]. If true, this finding limits the utility of the first 2 methods. Some of the 
reasons why pregnant women refuse testing include: 

• the fear of being stigmatized as sexually promiscuous or as an injection 
drug user; 

• denial about the possibility of being infected; 

• fatalism about life; 

• fear of rejection leading to loss of emotional and financial support; 

• lack of self-perceived risk for HIV infection; 

• prior negative HIV test results; 

• and lack of spouse approval [14-191 . 

In our experience in Los Angeles County, 8 percent of pregnant women 
interviewed refused HIV-testing, Of these, 74 percent were foreign-born, and the 
most common reasons for refusal were that they had been tested previously 
(44.6 percent) or were in a monogamous relationship (35.4 percent). Therefore, 
under the first 2 methods of implementing voluntary testing, some HIV positive 
women may choose not to be tested. As a result, these women would not receive 
the treatment and service they need to combat the disease and protect their 
babies and others against HIV infection. The opportunity to treat the mother early 
and prevent mother-to-infant transmission will be missed. 

The third method — implied consent — has some notable advantages over the 
previous 2. If consent for HIV testing can be considered implied by a woman’s 
general consent to supply a blood sample for prenatal testing and HIV testing is 
incorporated into the standard battery of prenatal tests, more pregnant women 
will be tested for HIV. Importantly, at the same time that testing becomes more 
widespread, the stigma of HIV testing may diminish by elimination of any 
targeted testing based on appearance, socioeconomic status, and race or 
ethnicity. For a pregnant woman who was not screened for HIV due to lack of 
prenatal care, rapid tests during labor and delivery or postpartum should be 
considered as part of standard obstetrics care to further reduce perinatal HIV 
transmission. 
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So. to minimize mother-to-infant HIV transmission and address the social, 
ethical, and political implications of HIV testing during pregnancy, has the time 
arrived for health care providers, policy makers, and civil rights advocates to 
revisit the notion that consent for HIV testing may be considered implied by a 
woman’s general consent to supply a blood sample for prenatal testing? 
Incorporating HIV testing into the standard battery of prenatal tests provides a 
rational way to implement a sound, evidence-based strategy while addressing 
some of the critical social and ethical issues surrounding HIV testing. 
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Reuters Health 
July 4. 2005 

Task force urges HIV testing of all pregnant women 

NEW YORK (Reuters Health) - The US Preventive Services Task Force has 
updated its 1996 guidelines for HIV screening, and now recommends that all 
pregnant women be tested. 

That way, HIV-infected pregnant women can start HAART treatment and thereby 
reduce the risk of vertical transmission of infection to their infants. They can also 
be advised to avoid breastfeeding, which is known to increase the risk for 
transmission. 

According to its report in the Annals of Internal Medicine, the Task Force 
continues to recommend screening of adolescents and adults with one or more 
individual risk factors, including the following: 

- Men who have had sex with men after 1975. 

- Anyone having unprotected sex with multiple sex partners. 

- Past or present injection drug users. 

- Men and women who exchange sex for money or drugs or have sex partners 
who do. 

- Individuals whose past or present sex partners were HIV infected, bisexual, or 
injection drug users. 

- Persons being treated for sexually transmitted diseases (STDs). 

- Persons with a history of blood transfusion between 1978 and 1985. 

Currently, the Task Force does not recommend routinely screening adolescents 
or adults with no risk factors. 

However, they do advise testing persons with no known risk factors but who are 
seen in high-risk or high-prevalence clinical settings, such as STD clinics, 
correctional facilities, homeless shelters, TB clinics and clinics with a high 
prevalence of STDs and those serving men who have sex with men. 

SOURCE: Annals of Internal Medicine July 5, 2005. 
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U.S. Preventive Services Task Force 

Screening for Human Immunodeficiency Virus Infection 

Release Date: July 2005 

Summary of Recommendation / Supporting Documents 


Summary of Recommendations 

• The U.S. Preventive Services Task Force (USPSTF) strongly recommends that clinicians screen for 
human immunodeficiency virus (HIV) all adolescents and adults at increased risk for HIV infection 
(go to CMnicai Considerations for discussion of risk factors). 

Rating: A Recommendation. 

Rationale: The USPSTF found good evidence that both standard and U.S. Food and Drug Administration 
{FDA)-approved rapid screening tests accurately detect HIV infection. The USPSTF also found good 
evidence that appropriately timed interventions, particularly highly active antiretroviral therapy (HAART), 
lead to improved health outcomes for many of those screened, including reduced risk for clinical 
progression and reduced mortality. Since false-positive test results are rare, harms associated with HIV 
screening are minimal. Potential harms of true-positive test results include increased anxiety, labeling, and 
effects on close relationships. Most adverse events associated with HAART, including metabolic 
disturbances associated with an increased risk for cardiovascular events, may be ameliorated by changes 
in regimen or appropriate treatment. The USPSTF concluded that the benefits of screening individuals at 
Increased risk substantially outweigh potential harms. 

• The USPSTF makes no recommendation for or against routinely screening for HIV adolescents and 
adults who are not at increased risk for HIV infection (go to Clinical Considerations for discussion 
of risk factors). 

Rating: C Recommendation. 

Rationale: The USPSTF found fair evidence that screening adolescents and adults not known to be at 
increased risk for HIV can detect additional individuals with HIV, and good evidence that appropriately 
timed interventions, especially HAART. lead to improved health outcomes for some of these individuals, 
However, the yield of screening persons without risk factors would be low. and potential harms associated 
with screening have been noted (above). The USPSTF concluded that the benefit of screening adolescents 
and adults without risk factors for HIV is too small relative to potential harms to justify a general 
recommendation. 


• The USPSTF recommends that clinicians screen all pregnant women for HIV. 

Rating: A Recommendation. 

Rationale: The USPSTF found good evidence that both standard and FDA-approved rapid screening tests 
accurately detect HiV infection in pregnant women and fair evidence that introduction of universal prenatal 
counseling and voluntary testing increases the proportion of HIV-infected women who are diagnosed and 
are treated before delivery. There is good evidence that recommended regimens of HAART are acceptable 
to pregnant women and lead to significantly reduced rates of mother-to-child transmission. Early detection 
of maternal HIV infection also allows for discussion of elective cesarean section and avoidance of 
breastfeeding, both of which are associated with lower HIV transmission rates. There is no evidence of an 
increase in fetal anomalies or other fetal harm associated with currently recommended antiretroviral 
regimens (with the exception of efevirenz). Serious or fetal maternal events are rare using currently 
recommended combination therapies. The USPSTF concluded that the benefits of screening ail pregnant 
women substantially outweigh potential harms. 
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U.S. Newswire 

July 21, 2003 Monday 

SECTION: National Desk, Health Reporter 

AOA Supports immediate HIV Testing 
and Reporting for Newborns 

DATELINE: CHICAGO, III., July 21 

The American Osteopathic Association's (AOA) 

House of Delegates voted on Saturday, during their 
Annual Business Meeting in Chicago, to support the 
immediate HIV testing and expeditious reporting of 
results for all newborns whose mothers' HIV status is 
unknown. 

The delegates acknowledged that although there is a 
national standard of care for routine universal prenatal 
HIV testing, women have the right of refusal and 25 
percent of them choose not to undergo prenatal HIV 
testing. In addition, 91 percent of all pediatric AIDS 
cases in the United States result from perinatal 
transmission from mother to child. However, a study 
in the New England Journal of Medicine 
(1998:339:1409) found that 25-40 percent of newborn 
HIV infections can be prevented if antiretroviral 
therapy is given to newborns within the first 24-48 
hours of life. 
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The AOA's House of Delegates, comprised of more 
than 500 osteopathic physicians (D.O.s) and 
osteopathic medical students from across the country, 
meets annually in July to set organizational policies 
and elect new officers. 

The AOA represents approximately 49,000 
osteopathic physicians (D.O.s), promotes public 
health, encourages scientific research, serves as the 
primary certifying body for D.O.s, and is the 
accrediting agency for all osteopathic medical schools 
and health care facilities. 
http://www.usnewswire.com 

CONTACT; Karyn Gianfrancesco of the American 
Osteopathic Association, 312-202-8042, 800-621- 
1773, ext. 8042 
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Kaiser Daily HIV/ AIDS Report 
Tuesday, .Tuly 29, 2003 

2003 National HIV Prevention Conference 

Some Pregnant Women Still Go Untested for HIV Despite 1995 CDC 
Recommendations 

More than 20% of pregnant women have never been tested for HIV, despite CDC 
recommendations released in 1995 calling for all pregnant women to be tested for the 
virus, the CDC announced yesterday at the 2003 National HIV Prevention Conference in 
Atlanta, Reuters Health reports. CDC researchers surveyed 346 pregnant women in 

2001 and found that 24% had never been tested for HIV (Rauscher, Reuters Health, 
7/28). A separate study found that more than 40% of women of childbearing age were 
unaware that treatment is available to help prevent mother-to-child HIV transmission 
(Sternberg, USA Today . 7/29). This statistic is based on the responses of 55,000 women 
between the ages of 1 8 and 44 who participated in the 2001 Behavioral Risk Factor 
Surveillance System, Reuters Health reports {Reuters Health, 7/28). According to the 
CDC, about 300 out of four million infants contract HIV from their mothers each year, 
compared with between 1,500 and 2,000 infants each year a decade ago {USA Today, 
1119). CDC Director Dr. Julie Gerberding said, "Each case of mother-to-child HIV 
transmission represents a failure of our public health system. Every pregnant 
woman should be screened for HIV so that treatment can be offered, if needed, to 
protect mother and child" (Corner, Chicago Tribune, 7/29). 

'Clear Signs' 

CDC researcher Dr. Marc Bulterys said that some of the data presented at the conference 
indicate "clear signs of the progress we've made and the potential for still greater progress 
to come." One study conducted by Dr. Guthrie Birkhead of the New York State 
Department of Health found that HIV testing among pregnant women in the state has 
increased "sharply," from 64% in 1997 to 94% in 2002. The increase in testing rates 
paralleled a drop in the rate of vertical HIV transmission in the state - 10.9% of HIV- 
positive pregnant women transmitted HIV to their infants in 1997, compared with 3.9% 
in 2001 . Bulterys attributed New York's success to regulatory changes that ensure that 
women in labor and newborns are tested for HIV. In another study, conducted by 
Bulterys and members of the Mother Infant Rapid Intervention at Delivery (MIRIAD) 
group, the OraQuick rapid HIV test was able to deliver accurate results in a little more 
than one hour for women in labor whose HIV status was previously unknown. The group 
looked at 3,198 women who delivered in one of 14 hospitals in six U.S. cities. The "quick 
turn-around time" of the test allowed women in labor to receive antiretroviral treatment to 
prevent vertical HIV transmission if they tested HIV-positive, Bulterys said. In another 
study, Delmyra Turpin of the University of Illinois-Chicago examined information for 
2,328 HIV-positive pregnant women enrolled in a major national study between 1990 and 

2002 found that women were less likely to smoke or use alcohol or hard drugs during 
pregnancy between 1998 and 2002 "than at any other time during the study," Reuters 
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Health reports. Bulterys said that all of the studies "demonstrat[e] the promise of efforts 
to reach pregnant women with HIV education and testing" {Reuters Health, 7/28). 

Reaction 

David Harvey, executive director of AIDS Alliance for Children, Youth & Families, said, 
"Education of health care providers remains the key to further reduction in HIV 
transmission from mothcr-to-child. Health care providers must offer an HIV test to every 
pregnant woman they see and recommend that she take it. There is no excuse for not 
offering an HIV test." He added, "These studies should not be interpreted to recommend 
changes in policy, but underscore the need to fully implement universal HIV counseling 
and voluntary testing." Harvey said, "Universal counseling and voluntary HIV testing 
works. CDC is wrong to suggest policies are failing or that we should move to more 
coercive HIV testing policies" (AIDS Alliance for Children, Youth & Families release, 
7/28). The CDC in April announced a new HIV prevention strategy, which calls for HIV 
to be included in routine testing ! for pregnant women and urges local health authorities 
to make widespread use of a new rapid HIV test ( Kaiser Daily HIV/ AIDS Report , 7/28). 
Mark Isaac, vice president of the Elizabeth Glaser Pediatric AIDS Foundation, said that 
the study results "underscore[e] the tremendous need to make HIV testing and counseling 
a routine part of prenatal care. We've had tremendous success in the last decade in 
reducing mother-to-child transmission of HIV, but every new case represents a tragedy 
that could have been averted" (EGPAF release, 7/28). 
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Reuters Health 
July 28, 2003 

Curbing perinatal FIIV transmission in U.S. still poses challenges 

By Megan Rauscher 

NEW YORK (Reuters Health) - The number of babies bom infected with 
HIV, the virus that causes AIDS, has fallen sharply in the U.S. over the last 
10 years, but an estimated 300 newborns still contract the virus from their 
mothers each year. 

Research presented on Monday during the 2003 National HIV Prevention 
Conference in Atlanta highlights the significant challenges the U.S. faces in 
further reducing mother-to-child transmission of HIV, as well promising 
trends that could signal future progress. 

A study from the Centers for Disease Control and Prevention indicates that, 
despite recommendations supporting voluntary HIV testing of pregnant 
women as part of standard prenatal care, many pregnant women still go 
untested. 

Among a national sample of 346 pregnant women surveyed in 200 1 , 24% 
had never been tested for HIV. In a separate analysis of pregnant women in 
nine states, the CDC found that HIV testing ranged from 63% in Ohio to 
81% in Florida. In this study, African American women younger than age 25 
with a high school education or less and who received prenatal care through 
a public provider or through Medicaid were the most likely to be tested. 

In another CDC-led study, 41% of women between 1 8 and 44 years old were 
unaware that effective drug treatments to prevent mother-to-infant HIV 
transmission are widely available in the U.S. This result is based on 
responses from more than 55,000 women surveyed as part of the 2001 
Behavioral Risk Factor Surveillance System. 

Speaking to reporters Monday, the CDC's Dr. Marc Bulterys said that 
despite these challenges, several studies reported at the conference provide 
"clear signs of the progress we've made and the potential for still greater 
progress to come." 
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In one study, Bulterys and members of the Mother Infant Rapid Intervention 
at Delivery (MIRIAD) collaboration found that the OraQuick rapid HIV test 
delivered fast accurate results in an average of just over one hour for women 
in labor whose HIV status was unknown. This study involved 3,198 
pregnant women who delivered in one of 14 hospitals in six cities. 

"The quick turn-around time with the rapid test allowed most women who 
tested positive to receive antiretroviral treatment during labor to prevent 
transmission of the virus to the newborn," Bulterys said. 

In another study, this one led by Dr. Guthrie Birkhead of the New York 
State Department of Health. HIV testing of pregnant women climbed 
sharply in the state— from 64% in 1997 to 94% in 2002. This increase 
parallels a significant drop in the rate of HIV transmission to newborns, 
from 10.9% in 1997 to 3.9% in 2001. 


" New York State attributes its success in part to recent regulatory 
change, designed to ensure HIV tests are given in the delivery settings to 
all women and newborns for whom prenatal HIV test results are not 
known," Bulterys said . 

Finally, the results of a study, led by Delmyra Turpin of the University of 
Illinois at Chicago, suggest that pregnant women with HIV are practicing 
healthier behavior than in the past. They examined information for 2,328 
HIV-infected pregnant women enrolled in a major national study during 
1990 and 2002 and found that women were less likely to smoke or use 
alcohol or hard drugs during pregnancy in the period from 1998 to 2002 than 
at any other time during the study. 

"Along with the previous two studies, this research demonstrates the 
promise of efforts to reach pregnant women with HIV education and 
testing," Bulterys said. 
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Saving babies must trump privacy right 

Dennis Byrne 

Published February 14, 2005 

For those looking for hope in the fight against AIDS, there is dramatic news: 

Infant HIV infection in America has been all but eliminated. 

That was the conclusion of a recent New York Times article, which noted that the 
reduction in the number of HIV-infected newborns nationally dropped to about 
200 in 2002, from about 2,000 in 1990. In New York City, cases of infants 
infected with HIV-the virus that causes AIDS-plummeted from 321 in 1990 to 
just five in 2003. Illinois reflected that wonderful trend. 

Why? More pregnant HIV-infected women are discovering (1) that they are 
infected and therefore (2) that they are likely to transmit the virus to their 
newborns, and (3) that they can do something about it. Proving again that 
information is enabling, the women consented to the application of effective 
medical treatments. Or, as in New York, the newborn is tested at birth for HIV 
transmission during the birthing process (i.e. perinatal) in time to administer HIV- 
fighting drugs. 

This comes after the National Institutes of Health's discovery a decade ago that 
administering HIV-fighting drugs to infected pregnant women can reduce prenatal 
transmission (i.e. prior to birth) to the fetus by about two-thirds. And the perinatal 
administration to the newborn of the antiviral drug Nevirapine can produce an 
even more dramatic reduction-by 89 percent from 1992 to 2001, according to a 
later study. 

By any measure, this is a spectacular medical victory, for children and all of us. It 
reflects a comprehensive approach to medicine, which includes counseling, 
follow-up and testing for the presence of HIV antibodies. In New York, that 
meant, under the 1996 Baby AIDS law, that newborns must be tested (as part of 
routine tests for other diseases), with or without their mothers' consent, so that 
life-saving treatment can begin in 12 hours. 

The results were dramatic. In February 2002, New York Health Commissioner 
Antonia Novello announced that the rate of HIV perinatal transmission had 
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dropped to 3.5 percent from 25 percent. She credited the Baby AIDS law. Few 
noticed. 

In May 2004, New York George Pataki announced a 78 percent decline in 
infected newborns between 1997 and 2002. Few noticed. 

In December 2002, a Centers for Disease Control and Prevention study found 
that such mandatory testing of newborns was more effective than an "opt-in" 
approach, in which pregnant women were counseled about the importance of 
testing, but that was followed by a test only if they consented. Nor was such 
voluntary testing as effective as an "opt-out" procedure in which the mother is 
informed that the HIV antibody test would be a part of her routine prenatal tests, 
unless she decided otherwise. Few noticed. 

So why, with such clear knowledge about how to prevent HIV transmission from 
mother to child, don't we save hundreds more lives by following the science and 
making prenatal and perinatal testing a routine requirement, as are other tests for 
diseases? Because some people insist that, in the case of HIV, it is an 
unconstitutional violation of the woman's and the child's privacy. In other words, a 
woman's privacy rights trump the child's health or life. Even an Illinois 
Department of Public Health proposal that only urged Illinois doctors to test high- 
risk infants was attacked by the American Civil Liberties Union as "an 
unreasonable, unjustified violation" of the child's and the mother's privacy. So 
even a newborn's right to privacy is more important than his or her right to a 
healthy life, or even life itself. 

Speaking for this viewpoint was former New York Times columnist Anna 
Quindlen, who somehow knew that mothers, "with ail their many problems," were 
unsympathetic to the idea. She said routine testing would "drive" women away 
from appropriate prenatal treatment. "... [Wjinning their trust and cooperation, 
not coercing and blindsiding them, is how real change will occur." 

Attempts in several states and Congress to make testing a routine fell before 
what became a well-organized campaign. Editorialists joined in, warning about 
the impracticality of widespread testing and its lack of "cost-effectiveness." 
Physicians should only counsel and recommend testing, they said. In Illinois, 
"opt-out" legislation didn’t even get out of committee, based on the argument that 
there’s no "single solution" to pediatric AIDS. As if anyone was arguing there 
was. 

Because HIV transmissions also dropped in "voluntary" testing states, such as 
Illinois, routine testing clearly is only part of the answer. But how many more 
newborns could be saved from uncertainty, misery or even death, if HIV testing 
were routine. Hundreds? Maybe only scores? Probably not worth it, right? 

Dennis Byrne is a Chicago-area writer. E-mail: dbyrne1942@earthlink,net 
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Civil Libertarians vs. Public Health 

A dangerous impulse. 

By Rich Lowry 

Do we as a society prefer sick or healthy babies? Do we want babies to be 
infected with a potentially deadly virus or not? The answers seem obvious, 
but in a decade-long debate, a host of liberal groups, in effect, came down on 
the wrong side. Fortunately, in New York City — once the epicenter of the 
epidemic of babies born with HIV — their lunatic obsessions were rejected, 
and now the scourge of newborns infected with HIV has been all but 
eliminated. 

According to the New York Times, in 1990 there were 321 newborns infected 
with HIV in New York City. In 2003 there were five, A decade ago many 
pregnant mothers didn't know they were HIV-positive. They weren't urged 
to get tested, and so they couldn't take drugs that would make it less likely 
their babies would be infected. Newborns were tested, but — incredibly — 
in blind tests, meaning the mothers wouldn't be informed of the results. The 
mother wouldn't know to get treatment for her child or herself 

As AIDS expert Roland Foster points out in a recent study, the most 
common AIDS-related opportunistic infection is pneumocystis carinii 
pneumonia. Babies with it generally die in a month. According to a New 
England Journal of Medicine study in the mid-1990s, two-thirds of children 
with this infection weren't getting treatment, because no one knew they had 
HIV. It is hard to imagine a more cruelly negligent public-health policy. 

Liberal Democratic New York assemblywoman Nettie Mayersohn was 
appalled — as would be anyone with a wit of common sense — when she 
learned of the situation. She resolved to pass a law mandating that all 
newborns be tested and their mothers informed. For this, Mayersohn 
seemingly bought the enmity of the entire liberal world. 
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Gay groups, the HIV/AIDS lobby, and the American Civil Liberties Union 
all opposed her on privacy grounds. As if a newborn has a "right" to have his 
infection kept from his mother so he can potentially die or get sick. Where 
does it say anything about that in the Bill of Rights? Feminist groups from 
NOW to NARAL attacked her for supposedly proposing to violate the 
reproductive rights of women. Her district office was picketed. Opponents 
argued that pregnant mothers just couldn't handle testing. "I'm sure we are 
going to see some women completely freaking out, committing suicide and 
running away from the whole situation," the director of the HIV Law Project 
predicted. 

"Just the opposite has happened," Mayersohn says. After a three-year fight, 
her bill passed in 1996. It revolutionized public health in New York. "The 
way they used to do counseling," she says, "they told women, if you get 
tested and test positive, you will lose your home and lose your job. After the 
law passed, they told women, your baby is going to get tested anyway, so if 
you get tested now, you can do something to keep your baby from being 
bom HIV-positive." 

More mothers and babies now get care. An HIV-positive mother has roughly 
a 25-percent chance of delivering a baby infected with HIV. If she takes the 
right drugs during pregnancy she can drastically diminish those odds. An 
HIV-positive mother can also pass the infection to her uninfected baby 
during breast-feeding. If she knows she's infected, she can avoid that. 

Finally, if a baby is infected with HIV, he can be treated early with drugs 
that might wipe out the infection. 

Then-Rep., now Sen. Tom Cobum pushed legislation similar to Mayersohn's 
at the federal level in the 1990s, but was frustrated by the same forces that 
opposed Mayersohn. Consequentially, the testing policy varies from state to 
state. Nationally, the rate of infants infected with HIV has declined, but it 
has not been stamped out. California — where lunatic obsessions still reign 
supreme — has resolutely resisted the New York approach. In 2002, the Los 
Angeles Times reported that cases of HIV among children were actually 
increasing. 

So let's ask one more time: Do we want healthy babies or not? 

— Rich Lowry is author of Legacy: Paying the Price for the Clinton Years. 


(c) 2004 King Features Syndicate 
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The New York Times 

June 25, 1995, Sunday, Late Edition - Final 
SECTION; Section 4; Page 14 

AIDS Babies Deserve Help, Now 

Hundreds of babies infected with the AIDS virus will continue to go 
undetected and untreated every year unless Congress or New York 
State deal with this vexing public health problem. The State 
Legislature, immobilized by a fierce clash between those who want 
mandatory testing of all newborns and those who prefer a voluntary 
approach, has been unable to agree on a solution. Congress, 
knocked off course when the same fierce clash stopped a Federal 
survey of infected babies, has yet to take action. 

Both bodies have a responsibility to get on with the job. It is simply 
irresponsible to let newborn babies go untreated while arguing over 
the mechanics of how to help them. 

The need for a vigorous response is clear. Women are becoming 
infected with the AIDS virus in rising numbers, and about 7,000 of 
them give birth each year. Many pass the virus on to their babies, 
either in the womb or during birth. Some 1,000 to 2,000 babies are 
infected this way each year, with New York State alone accounting 
for roughly a quarter of the total. Some of the infected babies are 
detected through voluntary blood tests on the mothers or their 
newborns. The rest go undetected and untreated until they become 
sick, when it is too late to offer them the best shot at a longer life. 

Medical science knows quite well how to alleviate this damage. The 
best solution by far is to identify and treat the expectant mother 
before her child is born. One of the few bright spots in the battle 
against AIDS was the discovery last year that treating a pregnant 
woman with the drug AZT can greatly reduce the chances that she 
will pass the AIDS virus on to her child, saving most of the babies 
from infection. 


Unfortunately, large numbers of women never come near a clinic for 
prenatal care and many of those who do come in for such care never 
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get tested for the AIDS virus. So a fallback solution is to identify all 
infected newborns as early as possible, through blood tests, so that 
they can be closely monitored and treated. Doctors have no way to 
cure these infected babies, but they can ward off many of the 
infections that typically kill them, thus prolonging and improving the 
quality of their lives. 

Although the medical solutions are in hand, they are not in fact being 
broadly applied. In New York State, for example, clinics try, with 
widely disparate vigor and success, to get women to agree to be 
tested during pregnancy or at birth and to allow their babies to be 
tested. But surveys suggest most of the infected babies are missed. 

A more vigorous effort is clearly needed. 

Unfortunately, the State Legislature may be headed for another 
stalemate. The Senate has passed a bill to require mandatory testing 
of all newborns and mount a more aggressive voluntary testing 
program aimed at pregnant women. The new voluntary approach 
would make it harder and less likely for women to decline testing. But 
the Assembly has taken no action yet and has only four days before 
adjournment. Its leaders have traditionally opposed mandatory testing 
but seem inclined to accept a more vigorous voluntary effort for both 
pregnant women and newborns. 

Either approach would be better than the status quo. This page has 
long endorsed mandatory tests for newborns on the ground that the 
health of the baby is more important than any privacy risk to the 
mother. But there is virtually no political appetite for imposing 
mandatory tests on pregnant women, so a strong voluntary approach 
is the only feasible alternative. 

The best solution would be a national policy insuring that all infected 
babies are identified for monitoring and treatment. Representative 
Gary Ackerman, Democrat of New York, and Representative Tom 
Coburn, Republican of Oklahoma, will unveil an amendment this 
week that would require states, as a condition for receiving certain 
Federal AIDS funds, to test all newborns whose risk of infection has 
not been determined through voluntary testing of the expectant 
mother. That approach would provide a needed incentive for the 
states to identify and help these neglected babies. 



336 


■■ 


July 7, 1995 

The Honorable Tom Cobum 
United States House of Representative 
Washington, DC 20515 

Dear Representative Cobum : 


0 ?P 0 Set» To 
BAEV Av\r>S 

PROPoSA^L- 


NATIONAL 

MlNORIW 

AIDS 

COUNCIL 


We, the undersigned national minority organizations and local HIV/AIDS 
service providers concerned about the health and welfare of people of color 
throughout the United State, are writing to you today to express our 
unequivocal opposition to the efforts currently being undertaken in Congress 
to mandate HiV testing of pregnant/postpartiun women and newborns . W^ 
are also writing to express our opposition to the recent proposal to^mend 
H.R. 1872, the Ryan White CARE Act Amendments of 1995, with a provision 
which would require states to establish and implement mandatory HIV 
testing of newborns, as a condition for receipt of Ryan White CARE Act 
funds. 

We share the public health goal of preventing and reducing the perinatal 
transmission of HIV infection from infected mother to newborn. However, 
we are particularly concerned about the adverse impact of such an 
amendment because of the trends of HIV infection among women of color. 
Rates of HIV infection and AIDS among all women are increasing. Despite 
geographic variations, women of color are disproportionately aff^ed by 
HFV/AIDS. African American and Latina women are most severely 
impacted: while together they represent 21% of the total population of 
women in the United States, they account for 75% of the cumulative AIDS 
cases reported among women. 


1931 13 th STREET, NW 
WASHINGTON, DC 

20009-4432 
tei 202 - 483 -NMAC!W 22 i 
fAx 202 - 483-1135 
c-MAiLNMACl@aol,com 


As organizations promoting the health and welfare of people of color we 
must iiniformly oppose any and all such measures which would mandate 
HIV testing of pregnant and post partum women, and or their newborns. 

We recognize t^e importance of preventing perinatal HIV transmission and 
of identifying HIV infected newborrts and providing them with early medical 
care and treatment. We concur that these are important public health goals. 
However testing newborns for HTV infection will not serve to prevent 
perinatal transmission. We believe that the inclusion of such measures in 
the Ryan White CARE Act undermines the intent of the Act, which is to 
provide vital HIV/ AIDS related medical, treatment and support services to 
all people living with HIV/ AIDS throughout the country. 
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Such testing of newborns will not assure access to care. These public health 
goals will be more effectively and efficiently achieved through the provision 
of comprehensive prenatal care to all women. The prenatal care should 
include counseling about the risks of HIV infection and the availability of 
voluntary HIV testing, the provision of information about the options 
available to prevent perinatal HIV transmission, and access to treatment and 
care for both the woman and her newborn. 

Studies show that when a pregnant woman's health care provider talks with 
her about the HIV test and what it means for her and her baby, most women 
choose to be tested and then to be treated as their doctor recommends. The 
best way to ensure that HIV infected newborns receive appropriate 
treatments including PCP prophylaxis is to educate and counsel parents about 
the treatment options available to delay onset and progression of HIV 
disease. We support this approach along with the provision of access to 
needed treatment and care. 

We are committed to working with Congress and the appropriate Public 
Health Service agencies to ensure that sound public health approaches are 
used to prevent HIV infection among women and perinatal transmission 
from mother to newborn. While we support the reauthorization of the Ryan 
White CARE Act, we cannot support a provision for mandatory HIV testing. 
We hope you will join us in our opposition to mandatory HIV testing. 

Thank you for your consideration of this important issue. Please contact 
Miguelina Maldonado, Director of Government Relations and Policy, of the 
National Minority AIDS Council, if you have any questions or would like to 
discuss this matter further. She may be reached at (202) 483-6622. 

Respectfully, 


Tucson AIDS Project , Tucson, Arizona 
COD AC Behavioral Health Services, , Tucson , Arizona 
Northeast Arkansas Regional AIDS ,, Arkansas 
Mallalieu Black Community , Fort Smith, Arkansas 
Mobililization Against AIDS , San Francisco , California 
Women's AIDS Network, San Francisco, California 
National Asian Pacific American , Los Angeles , California 
.'\sian Community Mental Health , Oakland , California 
AIDS Service Center , Altadena, California 
AIDS Project Los Angeles , Los Angeles . California 



San Francisco AIDS Foundation , San Francisco , California 
AIDS Legal Referral Panel , San Francisco , California 
Living Well Project/ Asian Pacific , San Francisco , California 
Filipino Task Force on AIDS , San Francisco ^ California 
Santa Cruz AIDS Project /Proyecto , Santa Cruz ^ California 
AIDS Medicine & Miracles , Boulder ^ Colorado 
AIDS Legal Network for Hartford , Hartford , Connecticut 
Whitman Walker Clinic , Washington^ DC 
National Black Women's Health , Washington, DC 
NEA Health Information Network , Washington, DC 
National Puerto Rican Coalition , Washington, EC 
National Latino/Latina Lesbian & Gay , Washington, DC 
National Task Force on AIDS , Washington, DC 
National Minority AIDS Council , Washington, DC 
Center for Women Policy Studies , Washington, EC 
AIDS Treatment Initiatives , Atlanta , Georgia 
AIDS Education Services for Minorities , Atlanta , Georgia 
Feminist Women’s Health Center , Atlanta , Georgia 
Sisterlove , Atlanta , Georgia 
Papa Ola Lokahi , Honolulu, Hawaii 
Life Foundation , Honolulu, Hawaii 
Rally to Life , Chicago , Illinois 

AIDS Southern Kentucky, Inc. , Bowling Green , Kentucky 
South Cove Community Health Center, Boston, Massachusetts 
Unitarian Univeralist Association of , Boston, Massachusetts 
Healthy Boston Coalition for Gay, , Boston , Massachusetts 
Fenway Community Health Center , Boston , Massachusetts 
Action for Boston Community Health , Boston , Massachusetts 
Community Research Initiative of , Boston, Massachusetts 



The Multicultural AIDS Coalition, Inc. , Boston, Massachusetts 
Community Health And Prevention , Leominster, Massachussetts 
Latino Family Services, Inc. , Detroit, Michigan 
Minnesota American Indian AIDS , Minneapolis , Minnesota 
Indian Health Board of Minneapolis , Minneapolis , Minnesota 
Community Outreach for Risk , St. Louis, Missouri 
Planned Parenthood of Missoula , Missoula, Montana 
FDH & Associates , Billings , Montana 
Yellowstone AIDS Project , Billings, Montana 
PRIDE , , Montana 

South Asian Counseling & , Jersey City, New Jersey 

Women and AIDS Resource Center , New York, New York 

Asian Pacific Islander Coalition on ,New York, New York 

Hispanic AIDS Forum, Inc. , New York, New York 

Family Health Project, Inc. , New York, New York 

Latino Commission on AIDS, New York, New York 

Centro Civico of Amsterdam, Inc. , Amsterdam, New York 

Haitian Coalition on AIDS , New York, New York 

Action for a Better Community , Rochester, New York 

Lhban League of Westchester , White Plains, New York 

Gay Men's Health Crisis , New York, New York 

South Bronx Ecumenical AIDS , Bronx , New York 

East New York /Brownsville , Brooklyn , New York 

New Hope Guild Center of East New , Brooklyn, New York 

Staten Island HIV CARE Network , Staten Island , New York 

Help/Ayuda Program , New York, New York 

AIDS Regional Interfaith Network , Oklahoma City , Oklahoma 

Indian Health Care Resources Center , Tulsa, Oklahoma 

South Central Pennsylvania AIDS , Harrisburg, Pennsylvania 



Philadelphia AIDS Consortium , Philadelphia , Pennsylvania 

Comite Accion Social , Mayaguez , Puerto Rico 

South Carolina AIDS Education , Columbia^ South Carolina 

Informe SIDA-ALLGO , Austin ^ Texas 

International District Community , Seattle^ Washington 

AIDS Housing of Washington, Seattle, Washington 

Institute for Child & Family , Milwaukee, Wisconsin 
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Why Routine Testing Works and 
Current Testing Strategies Do Not 

Since the first diagnostic test for HIV antibodies was developed in the 
1980s, screening for HIV has been treated differently than testing for any other 
medical condition, infection or disease. Due to fears of violence, discrimination, 
and other acts of rejection that could deter those at risk from seeking testing, laws 
and policies were enacted to prohibit mandatory testing or even testing without 
extensive pre-test counseling. This counseling included prevention education and 
warnings about the potential negative social consequences of being diagnosed. 

While this approach may have been important to ease the anxiety of many 
of those at risk at the onset of the epidemic before effective treatments were 
available and much was unknown about the disease, the unintended consequence 
has been the creation of deterrents and stigma surrounding HIV testing. 

Pre-test counseling for HIV can take more than 20 minutes, limiting the 
number of tests that can be administered. While some argue that such counseling 
is important for prevention, studies have found that even with pre-test prevention 
counseling, repeat testers are more likely to report recent risk behavior and to 
acquire HIV. Furthermore, the stigma associated with requesting HIV testing has 
deterred many from requesting testing and the extensive counseling required has 
discouraged many medical providers from suggesting testing to those without 
obvious risk factors. 

CDC estimates that currently 1 to 1.2 million people in the United States 
are infected with HIV, and of these, 252,000-3 12,000 (roughly a quarter) are 
undiagnosed. This undiagnosed group is of great concern because they are not 
able to take advantage of medical treatment and because infections transmitted by 
those who are unaware that they are HIV positive are believed to account for more 
than half of new HIV infections each year. When people know their status, they 
are more likely to protect their partners from infection. Many persons with HIV 
infection visit health care settings in the years before their diagnosis, yet they are 
infrequently tested for HIV. 

For these reasons, efforts to increase HIV testing and diagnosis should be 
essential components of HIV prevention and treatment strategies. 

This section contains additional background on this issue including the 
current HIV counseling forms. 
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County of Los Angeles, Department of Health Services, Office of AIDS Programs And Policy 

CONSENT FOR HIV TESTING AND REFERRALS DHA«A UlwntoryfSUclur Namben 

I have discussed this testing procedure widi a Certified HIV 0»nse!f^ or Medical Care Prouder. ! bad die chance to ask quesdons, and ih rtf 
qiiestkm were stfis&Btorily answered ! understand that a sanpie of Mood and/or odier bodily fluids will be takoi and that tesvnple 
will be tested li^ anybodies to the Huasan biunonodefidency >Arus OflV). d» vbus that cai»es Acquired lasraune Elefieten^ Syndrome (AIDS). 
Acsmdiog to Health and SaftQr Code section 1^)775, *^iIV tesT means any clinical test, labontfory or otherwise, used to identify HIV, a o w np o Bc m 
of HTV, or andbo^w antigens to HIV. 1 was told about die meaning and the limits of the test 1 undersUmd tiuu if I have been recently infbcted 
witii HIV, h tdce smne time befixre a test wiU show die infection. Fordusrea^i,tmayi!aveton 9 eatdiettsL I undostand diat the tes^s 
accuracy and reliabiliiy are not lOOH certain. 

Benefits ofdie ten hichidebavmg test results that can help me make better deci^mts^KRit my healA care and my persmial life. The test results can 
iHdp my doctOT and me make decisions concerning medical treatment. If the results are poshi^ I know diat i can infect i^ias mid I can dso act to 
{»event diis. Pr^tial risls of die test include psychologica) stress while awaiting the resihs, end distress if the results «e positive. 

! understand diat in die eveid 1 test positive for HIV, die virus that causes AIDS, I will receiw cuttwaiigd medical care referr^ (based tm die 
isfonnmimi I provide) at the time of disclosure of HIV positive status. 1 am aware that it is nqf dioice whether or not 1 seek the engprsHi n^erral 
services ftom the provides recmnroautedm me. 1 wKferstand that 1 may be eligible to receive Rym White C o mprehe as ive Ams Fmffprmy 

(CARE)Act'fim(M medical and/c^ social services, regardless ofwhedicr or not these services se provided me oftbe geneses recommesded to me. 

I undcTStimd that if I dtoose to rest using a nqstd HIV testing device, 1 wntl receive my initisJ HIV rest result before I leave today. 1 am aware dret a 
negative test result does not require confimiatMHi. I understand thm a reactive m prdiminaiy positive rapid HIV rest result must be ermfirmed by a 
l abora t o ry based test I cemsent to a bk>od or oral fluid sample for this confirmatory test if my initial test resuh is reactive or preliminary positive. 

I have been infonned dial these referrals and suteequem follov^, if aiqr, may be the result of d» County*s new HTV/AII^ Information Resources 
System (HIRS), which involves collecting persmial demographic mfonn^o (gender, ethnicity, pog m| diic location, age and lan^tage needs) for all 
clients vho test crmfideotiaJfy. !f a client tests HIV aomrymoualy, such mformation is not required. 

1 have been infmmed that ail personal information disclosed remains confidentiai and secure and can only be accessed by my primary ore provider 
(such as a phyiician, case manager, case worker, etc.). This information will help my provider deliver unique referrals diat meet my 
cuttiiral and language needs. 

By my signature below, I admowledge that I have read and understwd the information in this form. Also. 1 adcnowledge thtt I have been given 
inforromtonctmeeraing the benefits and risks, and Icmsent to be testtdfbr HIV. lalsoreafiaethmlhavearighttoreceiveactqjyofthisconsemfbnn. 


Print Client Name 


CKeot Signahire 


Dtue 


Print Quanlian/Other Name (if applicable) (^ardianAWier Signature Date 

Print Witness Name ^ ' Witness 

Last 4 Digits of Social Security Number (SSN) 

CONSENT TO BE CONTACTED GIVEN: YES[] NO(] 

FOR CO^afmENTlAL TECTING SERVICES ONLY; 
in the eveat that I do not return for my results, I may be contacted by to reschedule my appointment 

(Agency) 

Contact Information Must Be Supplied If Consent To Be Contacted Is Given 


indicsted on ID) 

Home Phooe 

Atonate Phone/E-fflail 

Address 

Chy 

StKe Zip 


OOicr specific infortnaion (aridltional pespwwdteaoic) 


NOTE TO AGENCY STAFF: After ftis ctHiseol is signed and dated, a copy must be giv« to the client and d« ori^nal plitecd in die client’s dart 


Approval Valid for Enrollment 
11/12/05 T., 11/12/06 

InstitationiU Review Board 
Department of Health Services 
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Condado de Los Angles, Departamento de Serviclos de Sahid, Oficma de PrograniaddB y Polddca del SIDA 

FORMA DECONSENTIMIENTO PARA LA PRUEBA DEL VIH Y PARA REFERSiClAS 

DHA/OA Ijiborafitfy^tidur Namber 

He discuddo et procxdimienio de !a {mteba c(» m CMi»yao Cenifkado de! VIH o ua miembro dd penonal de oudado mdiico. 'Dive la 
<^)OTtiiiudad de hacar preguntas cuales fiiercm ctmtesta^ satis&cKiriamente. Eutkado qae mt secarin va mu«ara de saagre yAi tOio 
iiquido de mi cuerpo pant buscar ios astScuerpm dd Vints ik IsnHmodefkkDcia HuouGBa (VIH), el agente qat cxosa el Sbidrmae de Imouno 
Delic!e 3 icuAdqi^ida. Deacnar(k>BiCd^ode Sahid ySegaridad, secckn 120775, “ la prueba del V!H ** qpieredecircaalquieriavelM 
de labon^o u otro usado para ideotificar el VIH, un coopoiwme de! VH] o audciieipos o ant^enos del VIH. He skto 

in&SBiaik(8) acerca (tei sigoificMio y k» Itaites de la {Nueba. Yo eotieDdo que si he sido mRctado(a) reckmteoKnte con d VIH, poedepasar 
im tieztqio sites de que la pnudia ddsxte la infeccM^ For esta puede que ten^ qoe repetff la prueba. Tambidn entiendo qis la 
confiabi}i<bd y la exwitimd de la prueba ao sos lOOH se^ns. 

U» beneficicK de la prudiB iachiyoi d toier ^iihados que me puedas ayudar a bimar decisicmes acerca delomhi^demisatudy 

mivkbpoaoDal. Losresuhadosdelaprudiainepoedcnayodarandyasudoctor a tovnardecisiraesaccrcademi tratamieoto midico. Si 
mis resuitados soa pmitivos yo si que puedo infe^ a otios y que puedo evitar que esto siceda. L(» ries^ pc^eaciaJes de la pnit^ incli^en 
esmls skoldgico mientras e^eio redbir mis resuhados y afliccito si mis resuitados soa posidvos. 

Yo fnti m d o tpie ea ca^ de que reciba ua resuhado poshivo para et VIH, d virus que causa el SCDA, recfbird ref^^emtas perscmaliadas para 
mi tratmnieato inddico (basa^ » la iaimniacidn qiie prove!) en el momeato que se me de a coooco' que soy VIH positivo. E^y 
MHiscie&te de qoe es mi opcida el bosor U» servktos a Ios cuales soy rdnido(a) con los i^veedores qim me iiieroa sogeridos. Yo aitiendo 
que es pos^le qtm yo sea eiegible para rec^ir serviciM mddicos o soci^es cubiertos bajo la Actt Ryan Wlute Cmnprdiensive AIDS Resmirce 
Bmergeacy (CARE) a pesar de que estos servicJos seen o ao {voveidos por ima de las agmcias que se me ha recomendado. 

Yo emioido que si elijo Usnar la pni^ para e! VIH coo uo disposidvo de pnieba ripida, recibiid boy mi nsihado isicial de la pnieba del 
VIH antes de que me vaya. Esuiy entendo que un resuhado o^advo de la pnieba do requiem una con&maci^ Yo entiendo que un 
resuhado positivo reacdvo o preliminar de la pvueba r^ida del VIH touhi que ser ctmfinnada por una prueba por un tebcHutorio. Yo 
coEsiento dar una muestra de sangm o ildido taal para esti {nueba confinnadva si mi resuhado de la prueba inicial a reactivo o (miliminar 
positivo. 

He si^ tBRamado(a) de que estas referencias y siguientes citas, si sucedeo, pueden ser el resuhado del nuevo Sistema de Infonnttidn de 
Recursos ctel VIH/SIDA del Condado cooocido coom HIRS, d cual inchiye la coleccidn de informackin demog^dika perscmal (sexo, gnq>o 
itnico, higar ^st^pifico, edad y necesidades UngOisticas) de todos Ios cUeittes que toman la prueba confideocial. Si un ciiei^ re hace la 
del VIH andniiim, tal informacito no es requerida. 

He sido infOTmado(a} que toda la informacido personal (Huvista pemumeceri coofidenctal y segura y solameste puede rer accesible a mi 
proveedcK' de salud pnncipal ( como un mddico, manejador de casos, trabajador de casos, etc.) Esta mformacidn le ayudmi a mi proveedor a 
fuoporckmanne con referencias especitiizadas que sadsfagan mis necesidades geogriiicas, rahurales y lingQistica' 



Si el Cliente dio ConsentiiaieBto pans ser LocaUzado ae Debe Soplir la Kgaieate InfonnacidB 


Nombre («>fno se indica en la Identiiicacidn) No. De Tekfono de Casa Otro Teidfono/E'mail 


Domicilio Ciudad 


Otra InfOTnQBcidn Bspecifica Adicionai 


NOTE TO AGENCY STAFF: Aftm- this consent is signed and dated, a copy must be given to the client and die origina] placed in the client's cbt 

9/23^0 
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AIDS Healthcare Foimdation Prevention and Testing Department 

Request Form for Confidential HiV Test Results 

I was provided my test r^uit on 

I i VfehoOTC 0 WesfekteOMc 

EZl HollywoodOTC D 

I 1 N. Hollywood PTC I I Downtown CIteic 


TEST RESULT 




Chart# 



at the following test site: 

I 1 Hollywood Clinic 
j~ i Mobile 


I } CSV. 


I understand toat anHIVnegative{nort-reac^ve)tostresuHmeansto3tHiVan8bodiesu^notdetectedattoe1imeoftesting. Thiscouid 
mean toat 1 have not been e>qxml to HIV (»■ my immune system has ^ to develop antibodies s^id toat I an in toe ^wndow pertod’. The “window 
period* refers to toe point of 8)^ure to HIV and toetimeAtak^yourbodytopfoducetoeanltoodiestoHiV. ltusuaUytak^toebody2-12week5 
aid in sane cases up to six months to producre detectable leveis of antibody, i understand that an HIV po^ve (readive) test result means that I am 
HlVinfected. Itdoesnotmeaithatlan^rtaintogelAIDS. I have been ad\^ to seek further meefc^ evaluation to monitor my heaito states. 

Furto^more, I undastaid that an indeterminate test result meais that I am neither HI V negative or HIV positive. This reailt o^id be due 
toreasonsotoertoanHiV. Or, Icoutdteintoehwndowperkxf and there are not enough antibodies present to give an HIV positive result In 
this case, I may need a fbtiow-up test 

Disclaimer ThisHtVantibodytestresuttin(icateswhetheranitbodiestoHIVvi«repcesentaihetimethespecim«iw® tested. Iftoeresuitindicatedonthesiipis 
HiV negative (norMeacSve) or indeterminate, it may not reflect toeixSvkteal’s cuirait WV status. Unless an inJvkJual's name dearly ^^jears in toe apfxopiias 
^»ceprovided,to8testresiticannotbea&ribdedtotoebearadtoissfip. 


Sgnatere of HiV Testing Coimselor 


^nature of Client Tested 


□ 


Qtedt rfdient 
did not want copy 


Printed name of HIV Testing Counsdor 


Prmted namedCient 





345 


Conversion of HIV test results from anonymous to confidential 


I do hereby give my permission to the staff of 

AIDS Healthcare Foundation to change my HIV test results from anonymous to a 

confidential status. 

The difference between anonymous and confidential has been explained to me and I had the 
opportunity to ask questions and those questions have been answered. 

I understand that in order to change my HTV test results from anonymous to confidential I must 
give my full legal name to the staff of AIDS Healthcare Foundation I understand that by 
doing so, the eight-digit anonymous code assigned to me at the time of anonymous testing will 
be replaced with my legal name and that my legal name will appear on the converted confidential 
test result form. 

I further understand that upon completion of the change of my anonymous HTV test result to a 
confidential status, I wiU be provided the original confidential laboratory result form and that 

AIDS Healthcare Foundation will keep a copy. It was explained to me that 

AIDS Healthcare Foundation staff would retain their copy under the original eight-digit 

code assigned to me at the time of initial anonymous HIV testing. 

AIDS Healthcare Foundation staff may also include a phone number on the 

confidential form. This phone number will be used if I fail or forget to pick-up my HIV results. 

AIDS Healthcare Foundation assures that trained staff will use discretion and will not 

disclose the purpose of the call to anyone other than the person on the testing form. 


Counselor Signature: 


Client Signature; 


Print Counselor Name: 


Print Client Name: 


Date: 


Phone Number: 


F:\Divaioia'tPrevemion Services'JUsk ReduajonSConsnosM Rumanes RtesiHJRS-HTTSlAaonytnsttS lo Ccnfidemisl Fonttdoe 


CtlDoimer.a ard Settiass'SiisaEszhfMy Docaiineati'vSl.'SAVTiAE'JilRS'Acosj'jawistoCoafistesdilFwia REVISED %200«.dor 
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County of Los Angeles, Department of Health Services, Office of AIDS Programs And Policy 

AUTHORIZATION to RELEASE and SHARE GENERAL MEDICAL INFORMATION 

DHA/OA Laboratory/Sticker Number 


I, , authorize (agency), 

as pan of a cooperative group of Los Angeles County, Department of Health Services, Office of AIDS Programs 
and Policy-contracted agencies, to release/share my information among the participating agencies for the express 
purpose of receiving or gaining access to services related to my current or fiature needs. This information will 
include services I have received, my physical condition (i.e. viral loads and CD4 counts), my eligibility for various 
programs and services, name, date of birth, gender, race/ethnicity, and last 4 digits of my SSN. 

I agree to allow all of the OAPP-contracted providers to conduct program evaluations and quality management 
activities and to exchange my information among the participating cooperative group. I understand that this 
information is necessary to appropriately coordin^e and evaluate the HIV prevention and care services provided 
to me. 1 understand that I am not required to sign this authorization in order to receive services. 

I understand that this authorization may be revoked at any time by signing the cancellation line at the end of this 
document. Otherwise, this authorization is valid as long as I am receiving services from any of the cooperative 
agencies. I may also add other specific agencies to tiiis form by listing them and signing below. I understand that 
I have a right to receive a copy of this authorization form as well as the attached list of current OAPP-contracted 
providei^ who participate in the HIV/AIDS Information Resources System (HIRS) cooperative group. 


Print Client Name 

Client's Signature 

Date 

Print Agency Representative’s Name 

Representative’s Signature 

Date 

I wish to add the following specific ^encies to this authorization; 

1 . 


2. 



3. 






Print Client Name 

Client’s Signature 

Date 

Print Agency Representative’s Name 

Representative’s Signature 

Date 


I wish to cancel this authorization. 


Print Client Name 

Client's Signature 

Date 

Print Agency Representative’s Name 

Represent^ive’s Signature 

Date 


NOTE TO AGENCY STAFF: After this aufttorization is signed and d^ed. and a wanprehensive list of “Prevaition and Care Contractors” is 
initialed, a copy of each must be given to the client and die originals placed in the client’s chart. 12/17^063 
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2"*™“'“°'"“ ( HIV COUNSELING SNFORMATION FORM ) ofr«„fA,DS>...g.™,„««i,cy 

Test Date: Risk Assessment Date: R_.A7Test Sticker No.: (adhere lab sticker here) 

Counselor Name: Counselor ID: , 

; AUernative billing: (mark alt rhm apply) Q No biiling to OA D Risk Assessment D Disclosure D Post Disclosure C3 Laboratory Work 1 

CLIENT DEMOGRAPHIC INFORMA TION (Detuned: ^rtwtferoB^'JDPTR (recent) □ DTL (long standii^) Q DTHT (not tested) 3 

Provider/Agency ID; Site Code: HIRS Client ID; 

ID No./Tvoe (C A DL. Photo ID Card, etc.'): Q Identic v«i6ed Name: First Initial: Last Name: 

Gender: Q M □ F Transgender: Q M/F Q F/M O Other DOB: Resident Zip Code: County: 

Race/Ethnicity Q White D African American CH Latino/Hispa nic pAsian/PMnfic IspAm. Indian/AK Native Other: State: 

D Pregnant D Homeless ''Referred by: 0~ HIV+ Partner D PCRS/Partner Notification 1 

( F»rm-.aCon«;m □Rete.sc DRde.s e Revoked PitTZIl 5 t , A u ,■ 

' 't Other AIDS Affencv I Oiitresf^h Pmoram AIDS Tp pnhrvnp Hntlme I 


rorni-.ujv,ynsem L-Jtvcsciise t_iivcieasc ivcvuneu L/aic a n r— i 

— — Other AIDS AgenQi Q Outreach Program Q AIDS Telephone Hotline 

uai orientation: (mark one) Q HcterosexuaKstraight) | D Friend/Relative O Social Services Q Mental Health CH M.D ./Health Clinic 

Bisexual D Guy, le^ian, queer, or homosexual ; Q Afcohol/Dnig ProgranO Other outreach worker PNo identifiable referral source 

LJ Client doesn't know LJ Other, specify: j\ 


Never Sometimes Ahvavs fAlcohni 


□ 

□ 

□ 

D 

P 

□ 

D 

a 

□ 

D 

a 

□ 


CLIENTSEXUAL RISK HISTORY Tolai number of sex partnerfs): 

Male sex partnerfs) (last 2 years/last result) 

^Partner^s); j Sexual activity; Frequency of barncrusef^ 

(mark one) j Yes No TFCi Never Somenmes Alwi 

□ noparmers lOrai QQ: ] □ □ Q 

Qoneoifnoie i Vaginal □ Q } □ □ □ 

I 1 declined/refused ! Anal insertive D Q \ CD D D 

j Anal receptive □ □ [ j ODD 

Female sex partners) 

Kartner(s\: Sexual activity: ^Frequency of barrier i 

(mark one) Yes No [TFCi Never Someumes Aiwa, 

B no partners Oral □ □ ' Q D D 

one or more Vaginal Q Q : j D □ □ 

declined/refused Anal insertive □ O j ! □ D O 

Transgcndered partners) 

"Partnerfs); Sexual activity: Frequency of barrier i 

(morkone) Yes No TF^ Never Sometimes Ahra 

□ no partners Ora! □ □ . J □ D H 


DKVG i WSSI ' liNCE USE WIS ' WK Y Tl dsi 2 wdhi/last hksulii 
Drugs & Substances used; □ No alcohol or drug used n Deciined/Refused 


Usage j I 
y N dItfc 


^ Frequency of barrier useTi 

2 Never Sometimes Always Crack (rock) 
J Q D Q Amphetamii 

Id □ □ (cr^k.ays, 

ID D D J Oocaine 


Manmana n ri rST 

fpRyass.nwed.fiash; 1 1— i t— i i — i | 

Heroin.etc. n n n 

(fi^,skag.smack.N) 1— I U L_i 

Barbitura^ ODD 


Frequency of barrier use^ 


Yes No [TF^ Never Someumes Ahrays 1 j Ecstasy 


Amphetamine 
(cr3ak,ciyst3l,titia) 
Cocaine (powikn " 
Nitrate/nitrite 
{poftt)»n.njah) 


no partners Ora! □ □ ;...J □ D 

one or more Vaginal Q Q j j D Q 

dectined/refiised Anal insertive Q Q ] ^ □ Q 

Anal receptive □ Q ; D D 


Ifl<DiWA4dam. e, X? ^ ^ ‘zj 
GHBtJmatecsuuv.ema.ai C^ D □! 
Ketamincft/Mtcw/x. y; [ZibDl' 




Partoerfs): Sexual activity: .Frequency of barrier 

(mark one) Yes No ffFC Never Sometimes Ah 

§ no partners Oral D Q j.. □ Q Q 

one or more Vagixiai Q Q i w Q Q 

declined/refused Anal insertive Q Q | ODD 

I Anal receptiveQ Q j ] □ D D 

Gender: □ M □ F □ T-M/F □ T-F/M □ Other D DK 


Frequency of barrier use: j Hiogn. Ciahr. 4 


nuuucinogenMOC.fciaip.. _ , -_ | 
Pslloeybm.Peyole.mesailliie\'~^ ^ 


Injected 

n 

Frequency used with sex 

Never Rareiv Someumes Ihualh 

n n n n 


□ DO □ 

□ 

D D □ □ 

□ i 

D D □ D 

D ; 

D □ □ □ 

□ ; 

□ □ □ □ 

o ^ 

□ ODD 


□ □ □ □ 

□ 

□ 

□ 

□ 

□ 

□ 

D n n 

n 

□ 

a 

0 

□ 




0 

0 

0 

□ 


L . .... 

□ 

0 

0 

0 

0 



Partners): 

(mark one) 

D no partners 
Done or more 
□ declined/refused 
Gender: □ M 

Sexual activity: 

Yes No ML 

Oral □ □ r_ 

Vaginal □ □ i 

Anal receptive D □ i 

D T-M/F □ T-F/M 

Frequency of barrier use: 

Never Sometimes Ahvavs 
□ □ □ 

H M R 

D □ □ 

□ Other □ DK 

Time Frame Code (TFC); (studies only) 6 = within past 6 mo 1 = within past 
12mo 2 = within past 2 yrs -»■ = greater than 2 yrs 9 = unfcnown 
* = deciined/refused 


epatitis (Iifeiimt Msiory): (mark all mm opptyj Q Declined/Refused 
IDNq lifetime viral STDs/Hepatitis D Hepatitis A (HAV) 


[□Geniial/anal warts (HPV) 
IDGenital herpes (HSV) 


□ Hepatitis B (HBV) 
Q Hepatitis C (HCV) 


Hepatitis vaccination (Itfiwme luMoryj'. (mark one each) Y N D 

Completed vaccination series for hepatitis A (HAV)? D □ D 
Completed vaccination series for hepatitis B (HBV)? ODD 
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Other Risk Factor I'mark. if appropnoie/ 


Response; Y D 


Received money/odier items or services for sex 


O D Oil Job ext»sure to blood known M be HTV-t-. 


□ □ □ 


Received drugs for sex. 


□ □ n| 


Blood to blood contact (S & M, tattooing, piercing, cuts, or any n n n 
behavior that allows mouth, vagina or anus to contact blood). i— » ■— i 


Blood/biood product ftansfiision before 1985 (or in a country n n n 

blood isZwas not tested_fiir.tiIV antibodies^. LJ LJ U 


Qliid b«n to a HIV-infected woman. 


□ g □ 


Shared obiects/fingers inserted in mouth, vagina or anus. 


(Mar behavior . 


Blood to blood exposure on the job. 


□ □ □ 


Client Test History; No. of prior HIV tests: 


,ast test result: □ P QN Ql □Didnotretum 


Clinic Type: fmark one) 

Q HIV Test Site O Mobile Van OSTD Clinic O TB Clinic QDetemkmFaciliqr OPrimaryCare/CHCQ Alternative Test Site QStreet Outre«:h 
□ Family Planning Clinic □ Aicohoi/DrugTreaonent Center DYouth Drop-in Center DOfeer Health Dept □ Other, specily: 


Client Test Election; /inanl: one) PTested confid^dally D Tested anonymomty D Declined testing/ not o^red 


. io^iy ^ , 

□ Reconfirming HIV+- resuh. GltetJorB^IDS-like svmotoms □ Has current H1V+ partnerfs) 
n STD Related Q Hq»fitis Diagnosis Q Pregnancy Q Starting a new relation^ip 

j Exposure to blood Q Immigraion Q Risky behavior Other: 


Client's Reason for T eating: (mark all that apply) 
□ Had past HIV+ partner(s) □ TB diagnosis 
D Partner request Q Rape^assault 


TESTING SERVICES Scheduled Disclosure Date: . 


Act^ disclosure Date:_ 


. Disclosure Counselor ID:_ 


Test For 


■BSSOS 

mm 


Oral 

FiHMntiek 

k'iiia.iM.inr 

nfsffli 

i»?rra 


UI3 

Mi.U 

Mtmm 


M'ffIfiS'gTB 

I'H'WVlTWi 

HTVR^id 

□ 

□ 

o 




m 







1 1 

n 

_ 0 . 



_ Uj 

BbI 

HliH 

■Hi 

HHHi 

iimiii 

HHH 



HHHHi 







IHHE 

■■m 

■■■II 

■■■1 


HHI 

HHHH 


■m 

1 

rr 

i 

1 1 





STD-Gonorrhea 





1 1 

JiJ 

_u_ 

llL 

tni 

□ 


... □ 


HHB 

■HHH 


■n 

1 1 

■n 

an 

■■■ 

IHH 

HHHI 

HHH 

HUHi 


■■■■I 





HH 

mnn 

HIHl 

HHB 

IHIIIIIIIIIIIIII 

■■■1 

HHHI 

Hetratitis A 



□ 



■a 

■n 


mm 

HHHI 

HHH 

HHH 

Henatitis B 



0 





LJ 

HHI 

^^HH 

HHHI 

HHH 

Henatitis C 


□ 

□ 


HHI 


■iHI 

mmm 

HHI 

hihi 

■■■n 

■■■n 


u 

□ 

H 

■di 

□ 

■D 

D 

a 

nr^ 


znz 

znz 

Sne.r.ifv; 




1 






Svobilis Results: 


iimiii 







IBIIB 


D Negative 

D Primary 

Q Secondary 

Q Early Latent < 1 yr 
□ Late Latent > 1 yr 

G Congenital 

D Treated, Lab Negative 

D Otiier: 


mum 

BHHH 

umimi 

imiiiii 

HHI 


n 

n 






fllH 

HIH 





Henatitis C + (Additionai Testsi: 












hhbhi 


hhi 



■■■ 


Hep C - Alt Value 


Numeric Value: 




HSIS&ffiSSSSIDH 

Notes 


HHHHHi 

HHIH^^^H 



HHHIH^I 

IHHHHHHI 


IfiilSSiSHHHHI 

IH^^IHH 

IBIIHHHHH 

^^^^HIHH^^I^HiHHHHI^H^^^I^^Hi^^^^^HHH 

liirffrwsrawiaiffl^B 

HIHHHI 

IHHH^^^^I 

^^^^bih^^^^^^hh^^h^^^hhhhhhk^hhhhihi 



HIHHHHH 


1 

1 



R,A, Stage of Change: (mark one) 

□Not thinking about it (Precontemplation) □ Thinking about it (Contempiation) 


□RMdvforactiMiffreparation) 




Goal Setting Name (mark all that apply) 


Goal 

Setting 

V 


□ D d □ 

Trmm 


Goal Setting 
at Disclosure 


Goal Result at 
Post Disclosure 


Goal Setting at 
Post Disclosure: 


Encourage condom (barrier) use for yourself and partnerjs) 


ir 


■mn 


Increase condom (and other barrier) use for yourself and pattnerjs) 
Decrease number of sexual parfeers 


uiscuss'rexii^'history wim sex partnerts) 


□ 


□ □ □ □ 


□ □ □ □ 


PiscuM safer sex options with sex paitneris) 


Discuss STD and HtV clafus wirii ox parmefist 




xinxua 


□ □ □ □ 


Decrease frequency of alcohol and substance use with sex 


Uk clean needles, works ^ other injection par^hemalia 


QULDD 


■□.Q-CLD 


□ □ □ □ 


□ □ □ 


Limit number of sex iwiTnets at hijfii risk settings: sex clubs, etc. 




LOJ 


Practice safer sex at high risk settings: sex clubs, circuit parties, etc. 






Limit high risk sexud activities at high risk settings: sex clubs, etc. 


Seek social/mental health support for substance abuse and/or sexual 


fl-H- a.,q. 


mi 


RPm9 


Ofeer. describe: 


m 


1. No Goal Established 
4. Goal Achieved 


2. Client Made No Efibrt 3. Goal Attempted 


| l , l itetrwuli iBgivenj Schedule Post 

Disclosure Date:! 


iPost Disclosure 


Post Disclosure 
Counselor ID: 
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CouHseior: Review/Assess Introductory Issues] 
QAnonymity/confidentiairty/non-names testing 

E Risk assessment process and purpose of form j 
What the HIV test measures 
□ Meaning/accuracy of test results (preliminary 
positive, positive, negative, inconclusive) 
Dimpact of HIV on the immune system 


Counselor: Review/Assess Basic Issues 

O Discuss safCT sex^uideiints ^ Demonstrate proper condom/barrter use 

Q Role-play witf» client to build needed skills □ Discuss obstacles to condom/faarrier use 

□ Pam nsks as they relale B cliem nsk □Celtutal/peertanuences 

U Risk retmtdHm communtc^^ vidth partner q Domestic violence/sexuai assault 

O Integnition of birth control & nsk reduction p Voluntary PCRS/partner notification 

□ Pregnancy/maremai transmission (utero, birth, breastfeed) 


Counselor: Review/Assess Testing Issues 
n Window period/date of any follow-up test 

□ Process of testing 

CJCqping with waiting for test results 
□Client’s readiness to be tested 
□Offer testing, if appropriate 

□ Encourage the client to return for resulK 


Counselor: Revicw/Assess Drug and STD Issues 

Q Prevention/harm reduction/safer sex with IDUs □ Demonstrate proper needle cleaning 
□ Explore alcohol & dri^ treatment/recovery □ Drugs with sex as co-factor for HIV risk 

a Behaviors afiecdng o&r SIDs (e.g. rimming) Q STDs as a co-factor for HIV risk 
Health ef^ts of concurrent STO/HIV (e.g. pelvic inffimmatory disease) 


REFERRALS 


PARTNER EUCITATIOS 


Client referrals; Referral date: . 


Record at risk assessment (RA), disclosure (D) and post 
disclosure (PD). Order by making 1 for your primary referral. 
Other referrals should be numbered 2 and 3. 

RA D PD 

(01) None 

(02) Referral list only 

(03) Other HIV testing 

Risk/Harm Redaction 

— — (04) Prevention case management (PCM) 

— — — (05) HIV education & prevention services 

(06) Follow-up HIV counseling 

(07) Prevention skill development 

— — — (08) Prevention support group 

__ (09) Individual psycfaotherapy/counseling 

Substance Use Services 

— {10)A!cohol/drugtreatment 

(II)Twelvestepprogram 

(32) Needle exchfflige program 

HIV Positive Rt^errais 

(13) Earlv intervention Drostram (EIP) 

(14) HIV case manaaemenl 

(15) HIV medical care/evaluation/treatment 

(16) PCRS/partn« notification 


Other Referrals 


(17) Post-exposure prophylaxis (PEP) 
OS) Hepatitis testing/vaccination 

(19) STD clinic 

(20) Reproductive health services 

(2 1 ) Other Non-HIV medical services 

(22) Social services 

(23) Other, specify; 



1 For Clients Testing HIV*Positiv« Only; 

Client’s Medical Insurance Details 


Does the client have private Medical Insurance; 

□ Yes GNo 

Does the client have HMO insurance? 

□ Yes □ No 

TypeofHMO 

□ Open System 
D Close System 
D Unknown 

Does the client have Medi-Cal/Medicare? 

Q Yes QNo 

Does the client have any kind of medical coverage 

□ Yes □ No 

Client's insurance detail unavailable 

n Yes n No 

Details of aiy other type of medical cover^e/commenls 

□ Yes ONo 

Veteran Administration 

Does the client have Veteran Administration benefits? 

□ Yes QNo 

I Referral 

List the three (3) Medical/Outpatient referral site$:(AgenGy Name) 

2. 

J. 



HIV Non-name Reporting (Positive Clients Only): 

Date HIV Case Report sent to HIV Epidemiology Office; 


Counselor Notes; 


HIRS-HCT Form Ver. 3b - 7/27/2004 


Page 3 of 3 



350 



USTNAMB 

SSN: (last 4 digits, 
0000 If unknown) 


\ aAPID TEST USE OWLY 


LABORATORY USE ONLY 


EUSA: □ (1) REACTIVE Q (2) NON-REACTIVE 

SUPPLEMENTAL 'mST PERFORMED; 


: EXPIRATION:! I j i COUNSELOR/ I 1 1 1 1 

: DATE;rmm/wl l I I i I TECH IwmALSi i [ill 

: SPECIMEN: □ d) ORAL Q (2) RNQERSnCK Q (3) VENIPUNCTURE 
I BEQINTEST I ENDTEST 

: TIME jTEMP^TURE TIME [TEMPERATURE 

: Dam ^ Dam ^ 

I PpmI ^ pPM ^ 

RESULTS n f1) PRB.IMINAHY POSITIVE OndicatB Gontinmtory sfwamm^ 
S □ (2) NEGATIVE 

I D ^ iNVAUO, reason: 

i CONRRMATORY SPECIMEN QIVEN: □(DYES n(2)NO 

LAB SPECIMEN 

SPECIMEN: □ (1) ORAL □ (2) FINGERSTICK □ (3) VENIPUNCTURE 


□a)>FA 

O (1) REACTIVE 
Q (2) NON-REACnVE 
□ (3) NONSPECIFIC/ 
UNSATISFACTORY 


□ (1) WESTERN BLOT 

□ (1) REACTIVE 

□ (2) NON-REACDVe 

□ (3) INDETERMINATE 


SUMMARY INTERPRETATION: 

□ (1) HIV ANTIBODY DETECTED 
Q (2) NO HIV ANTIBODY DETECTED 

□ 0) INCONCLUSIVE - SUBMIT ANOTHER SPECIMEN 

□ SEE ENCLOSED NOTE 

NOTE: 


DATE RECEIVED 
BY LAB: (mmlOd/yy) _ 
DATE REPOmED; 
(mm/dd/yy) __ 
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"Risk-Based Human Immunodeficiency Virus (HIV) Testing Fails 
to Detect the Majority of HIV-Infected Persons in Medical Care 
Settings" 

Sexually Transmitted Diseases; Vol. 33; No. 5; P. 329- 

333 (05.. 06):: Timothy C. Jenkins, MD; Edward M. Gardner, MD; 

Mark W. Thrun, MD; David L. Cohn, MD; William J. Burman, MD 

In order to assess opportunities for early HIV diagnosis in a 
comprehensive public health care system, the researchers undertook 
a retrospective review of patients newly diagnosed with HIV from 
September 2001 to December 2003. 

Of 348 patients newly diagnosed with HIV, 120 (34 percent) had 
received medical care within the system during the three years prior 
to diagnosis. While 105 of the 120 patients had at least one previous 
interaction with the emergency room or urgent care center, only 12 
HIV diagnoses (10 percent) were made in these two departments. 
Previously, 33 patients (28 percent) had presented with an STD or a 
clinical indicator of HIV. 

In conclusion, the researchers reported that while one-third of 
patients newly diagnosed with HIV had clinical visits in the preceding 
three years, few of them presented with clinical conditions typically 
linked to HIV. "Targeted testing based on clinical presentations is not 
likely to result in substantially earlier HIV diagnosis," they wrote. 
"Routine screening in high prevalence settings could be more 
effective." 
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Journal of Acquired Immune Deficiency Syndromes 

2002 January l;29(l);76-85 

Repeat HIV testing, risk behaviors, and 
HIV seroconversion among young men 
who have sex with men 


Repeat HIV testing, risk behaviors, and HIV 
seroconversion among young men who have sex 
with men: a call to monitor and improve the 
practice of prevention. 

MacKellar DA, Valleroy LA, Secura GM, Bartholow 
BN, McFarland W, Shehan D, Ford W, LaLotaM, 
Celentano DD, Koblin BA, Torian LV, Perdue TE, 
Janssen RS; Young Men's Survey Study Group. 

Division of HIV/AIDS Prevention-Surveillance and 
Epidemiology, National Center for HIV, Sexually 
Transmitted Diseases, and Tuberculosis Prevention, 
Centers for Disease Control and Prevention, Atlanta, 
Georgia 30333, USA. dym4@cdc.gov 

OBJECTIVES: We compared recent risk behaviors 
and HIV seroconversion among young men who have 
sex with men (MSM) who were first-time, infrequent, 
and repeat HIV testers. 
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METHODS: Male adolescents and young men aged 
1 5 to 22 years were randomly sampled, interviewed, 
counseled, and tested for HIV at 194 gay-identified 
venues in seven U.S. cities from 1994 through 1998. 
Analyses were restricted to MSM who reported having 
never tested or last tested HIV-negative. 

RESULTS: Of 3430 participants, 36% tested for the 
first time, 39% had tested infrequently (one or two 
times), and 26% had tested repeatedly (> or = three 
times). Compared with first-time testers, repeat testers 
were more likely to report recent risk behaviors and to 
acquire HIV (7% versus 4%C Over 75% of repeat 
testers who seroconverted acquired HIV within 1 year 
of their last test. Compared with repeat testers, first- 
time testers reported similar use of health care but 
delayed testing for nearly 2 additional years after 
initiating risk. 

CONCLUSIONS: Many young MSM soon acquire 
HIV after repeated use of HIV counseling and testing 
services. Providers must strengthen practices to 
identify, counsel, and test young MSM and provide 
enhanced behavioral interventions for those with 
persistent risks. 
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Reuters Health 
April 17, 2006 

Wider testing spots hospital patients with HIV 

NEW YORK (Reuters Health) - A new study supports the idea of expanding 
routine testing of hospitalized patients for HIV, beyond those who have traditional 
risk factors for HIV infection. 

Despite a 1 993 recommendation by the Centers for Disease Control and 
Prevention that clinical facilities with higher-than-average HIV disease rates offer 
testing routinely, Dr. Jeffrey L. Greenwald told Reuters Health that "essentially no 
one has followed this suggestion." 

Greenwald, from Boston Medical Center, Massachusetts and his colleagues 
determined the proportion of inpatients who tested positive for HIV on routine 
testing who might not otherwise have been spotted had such testing not been 
offered. 

Among a total of 243 subjects, 81 who tested positive for HIV and 81 who tested 
negative by the inpatient initiative were compared with 81 patients who tested 
positive for HIV in the ambulatory care setting. 

Patients who tested HIV positive via inpatient testing had more advanced 
disease than those identified as HIV positive as outpatients, the investigators 
report in the Mayo Clinic Proceedings. At diagnosis, 64 HIV-positive inpatients 
(79 percent) had full-blown AIDS compared with 21 HIV-positive outpatients (26 
percent). 

Greenwald noted that "approximately half of the inpatients infected with HIV 
might not have been identified had testing been left to clinicians who test patients 
generally only when the clinical suspicion of HIV is significant." 

In an accompanying editorial, Dr. Judith Feinberg of the University of Cincinnati, 
Ohio, notes that this study and the changes in federal policy regarding the 
expansion of testing "should spur physicians and other health care professionals 
to assume responsibility for identifying the quarter million individuals as yet 
undiagnosed" in the US. 

SOURCE: Mayo Clinic Proceedings, April 2006. 
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AIDS Policy and Law 
October 25, 2002 

SECTION: HIV testing; Vol. 17, No. 20 

Routine hospital tests could eliminate 
problem of undiagnosed HIV 

Testing only high-risk or symptomatic patients for the HIV virus that 
causes AIDS is inadequate to identify the one-third of HIV-positive 
people in the United States who are unaware of their HIV infections, 
according to a report that detailed the results of a new pilot study. 

The report, Identifying undiagnosed human immunodeficiency virus: 
The yield of routine, voluntary inpatient testing, states that about 
300,000 people in the United States are unaware they are infected 
with HIV and that routine, voluntary testing could identify many of 
them. Researchers implemented the Think HIV program. They found 
that use of routine, voluntary HIV testing in all patients admitted to 
Boston Medical Center, which has a 1 percent prevalence of HIV 
infection among its patients, tripled the likelihood that patients would 
undergo HIV testing compared with patients admitted prior to the 
program. 

Using this testing approach in 72 hospitals nationwide that have 
patient demographics similar to Boston Medical Center would identify 
an additional 31,800 HIV-infected patients per year, compared with 
current strategies that test only high-risk or symptomatic patients, 
according to the researchers who conducted the study. 

The study was supported in part by the Agency for Healthcare 
Research and Quality. 
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Reuters Health 
January 21, 2004 

Low Adherence Foils ED Referral for HIV Testing 

NEW YORK (Reuters Health) Jan 21 - Just over 10% of patients 
referred by emergency department (ED) personnel for outpatient 

HIV testing actually showed up at an HIV clinic and, even then. 

not all were tested, researchers report in a study published in 
the January 1st issue of the Journal of Acquired Immune 
Deficiency Syndromes. 

As senior investigator Dr. Roger J. Lewis told Reuters Health, "this 
study demonstrates the need to improve the way we identify 
undiagnosed HIV infection in patients who seek care in our nation's 
emergency departments." 

Dr. Lewis of Harborview UCLA Medical Center, Torrance, California 
and colleagues note that the rate of undiagnosed HIV infection is high 
in the socially disadvantaged, "the same patients who commonly 
seek care in public hospital EDs." Thus, "emergency physicians are 
in a unique position to target this group of individuals." 

To investigate the utility of such an approach, the researchers had 
ED physicians refer patients who had any HIV risk factors or showed 
a diagnosis suggestive of HIV, for free testing and counseling at an 
HIV clinic. 

However, poor patient compliance was a serious problem. Of the 494 
referred patients who met inclusion criteria, only 56 (11%) 
arrjyed at the HIV clinic and completed pretest counseling. Of 

these, 51 (91%) were HIV negatiye, 4 (7%) were HIV positive and 1 
(2%) refused the test. 

The researchers, who are currently conducting a follow-up study to 
see whether a financial incentive may improve compliance, also 
suggest that "point-of-care testing using a rapid HIV test" may be 
another means of increasing detection. 

New approaches are Important. Dr. Lewis concluded, given that 
"a large proportion of at-risk patients delay testing or fail to get 
tested, even when they are referred for HIV testing, and thus 
miss an opportunity to learn their status, to protect others, and 
to potentially benefit from antiretroviral therapies." 


J Acquir Immune Defic Syndr 2004;35:52-55. 
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Aidsmap news 

Untested HIV-positive individuals more than 
twice as likely to engage in high-risk sex than 
those aware of their HIV-positive status 

Edwin J. Bernard, Thursday, May 19, 2005 

A meta-analysis of eleven studies has found that the prevalence of high- 
risk sexual behaviour is bet^veen 53-68% lower in HIV-positive 
individuals aware of their status than in HIV-positive individuals 
unaware of their status. The study, from the US Centers for Disease 
Control and Prevention (CDC) in Atlanta, was published electronically 
ahead of print in the Journal of AIDS at JAIDS online. 

The US CDC estimates that of the 850,000 - 900,000 individuals currently 
living with HIV in the United States, 250,000 are unaware of their infection. 
However, the proportion of individuals unaware of their HIV infection 
varies substantially by risk group. Earlier this year, the CDC published 
data which found that 77% of HIV-positive young gav urban men were 
unaware of their HIV status. 


Few data exists that compares the relative differences in high-risk sexual 
behaviour between those aware and unaware that they are HIV-positive. To 
this end, researchers from the CDC conducted a meta-analysis of published 
articles and conference abstracts that fulfilled the following criteria: 


• data were from the United States. 

• comparing a group of HIV-positive-aware individuals with an 
independent group of HIV-positive-unaware individuals. 

• alternatively, measuring seroconverting individuals before and after 
receiving an FllV-positive diagnosis. 

• measuring either unprotected insertive or receptive anal intercourse, 
unprotected vaginal intercourse and/or consistency of condom use 
during sexual intercourse. 
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Of 620 abstracts screened, eleven independent findings from eight studies 
conducted between 1988 and 2003 were included in the meta-analysis. 

These included four studies published in peer-reviewed journals and four 
multi-site data sets from the Multicenter AIDS Cohort Study (MACS), the 
HIV Epidemiology Research Study (HERS), the Supplement to HIV/AIDS 
Surveillance (SHAS phase 1, 1995-2000) and SHAS phase 2, 2000-2003. 

Six of the findings compared the high-risk sexual behaviour of individuals 
who were aware that they were HIV-positive with HIV-positive-unaware 
individuals (between-group comparisons) and five compared seroconverting 
individuals before and after being notified of their HIV-positive status 
(within-subject comparisons). 

McCusker et al, Am J Public Health 

This study from 1988 was a between-group comparison of HIV-positive gay 
men recruited at a Boston health clinic who reported engaging in 
unprotected anal intercourse (UAI) before getting HIV test results. The CDC 
calculated a 59% reduction in prevalence of high-risk sexual behaviour 
between HIV-positive-aware individuals and HIV-positive-unaware 
individuals. 

Valleroy et al, JAMA 

This between-group study, from 2000, of HIV-positive gay and bisexual 
men recruited at seven urban sites found that 37% of HIV-positive-unaware 
men engaged in UAI with any partner in the previous six months, compared 
with 13% of the HIV-positive-aware men. This was calculated as a 65% 
reduction in prevalence of high-risk sexual behaviour between groups. 

SHAS, phase 1 

The CDC calculated that the between-group reduction in prevalence of high- 
risk sexual behaviour with any partner in this study of HIV-positive men and 
women surveyed in twelve cities or states between 1995-2000 was 63% for 
men and 59% for women. 

SHAS, phase 2 

The CDC calculated that the between-group reduction in prevalence of high- 
risk sexual behaviour with at-risk partners in this study of HIV-positive men 
and women surveyed in 19 cities or states between 2000-2003 was 59% for 
men and 56% for women. 
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Cleary et al, Am J Public Health 

This study from 1991 was a within-subject comparison of 153 HIV-positive 
male and 43 HIV-positive female blood donors from New York between 
1986 and 1988. It reported on the difference in sexual behaviour 
(unprotected anal or vaginal intercourse, or unprotected oral sex) in the week 
before and up to two weeks after diagnosis. The CDC calculated a 41% 
reduction in these sexual behaviours for men, and a 34% reduction for 
women, after an HIV-positive diagnosis. 

HERS 

Fourteen women (79% injecting drug users) from multiple urban sites 
provided a within-subject comparison of unprotected anal or vaginal 
intercourse with any “casual” sex partner in the twelve months prior to, and 
18 months after an HIV-positive diagnosis. The CDC calculated a 52% 
reduction in high-risk sexual behaviour after an HIV-positive diagnosis. 

MACS 

This within-subject study of 90 gay and bisexual men recruited at urban 
locations who seroconverted between 1988 and 1999 compared unprotected 
anal intercourse with any sex partner in the twelve months prior to, and 1 8 
months after an HIV-positive diagnosis. The CDC calculated a 25% 
reduction in high-risk sexual behaviour after an HIV-positive diagnosis. 

Colfax et al, AIDS 

Forty-three gay and bisexual men from urban locations provided a within- 
subject comparison of unprotected insertive anal intercourse with a partner 
reported to be HIV-negative or of unknown HIV status in the six months 
prior to, and six to twelve months after an HIV-positive diagnosis. The CDC 
calculated a 59% reduction in high-risk sexual behaviour after an HIV- 
positive diagnosis. 

The CDC researchers then calculated the effect size (i.e. the likelihood that 
knowledge of HIV-status resulted in a reduced prevalence of high-risk sex) 
of these studies. They found that, using an unadjusted model, the combined 
effect size for all eleven findings was an average of 53% (95% Cl: 45-60%) 
lower in HIV-positive-aware individuals relative to HIV-positive-unaware 
individuals. 

After adjusting the data to focus on unprotected anal or vaginal intercourse 
with partners who were not already HIV-positive, the researchers calculated 
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that being aware of one’s HIV-positive status resulted in a 68% (95% Cl; 
59-76%) reduction in high-risk sex. The reductions were larger in between- 
group comparisons than in within-subject comparisons (p < 0.01), with no 
significant differences found between men and women (p > 0.10). 

The researchers point out several limitations with the studies examined in 
the meta-analysis, in particular the use of self-reported sexual behaviour, 
which tends to lead to under-reporting of high-risk sex. The studies could 
also not ascertain HIV transmission risk, which is subject to many variables, 
including stage of HIV infection, viral load, and other concurrent sexually 
transmitted infections. 

They argue, however, that their findings “reinforce the need for a 
multidimensional approach to HIV prevention”. This would include scaling- 
up resources and efforts “to make HIV testing opportunities more accessible 
and to reduce barriers to testing so that infected persons learn their status”. 

They conclude by suggesting that HIV counselling and testing is not enough 
to control the HIV epidemic, and that the continued high-risk sexual 
behaviour of people aware of their HIV-status can also be modified through 
behavioural interventions, although “the challenge is to find settings and 
approaches for delivering prevention programs to this population over time”. 
They suggest a multi-factorial approach that includes counselling in HIV 
clinics, peer intervention and “assisting HIV-positive persons to establish 
social networks that encourage risk reduction and provide social support for 
seeking medical care and adhering to treatment regimens”. 

Reference 
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HIV testing 

Should no longer be accorded any special status 

Before highly active antiretroviral therapy (HAART) was introduced, the 
advantages to infected individuals of knowing their HIV status were 
minimal, and counselling before HIV testing was the recommended 
practice.” This usually limited testing, by relying on people who were 
obviously at risk presenting themselves for testing. Such groups included 
injecting drug users and men who have sex with men and their sexual 
contacts. Targeting of these groups will become an increasingly less useful 
concept as HIV continues to spread into the population that is conventionally 
not at risk. Do we need to reconsider if routine voluntary counselling and 
testing is appropriate today? 

Since 1991 heterosexual transmission of HIV has been the most common 
mode of transmission in the United Kingdom.- Currently, nearly half of 
those infected heterosexually and a quarter of infected men who have sex 
with men in the United Kingdom are undiagnosed.” A quarter of newly 
diagnosed patients in the United Kingdom in 2002 were diagnosed late with 
serious immunosuppression.” Unless further initiatives are undertaken the 
epidemic will worsen. Possible initiatives would be to lower thresholds for 
HIV testing by reducing the emphasis on pre-test counselling. 

Reasons for low HIV testing rates and thus low detection rates include 
concerns about confidentiality, legal and insurance issues, self perceptions of 
low risk in those who would test positive, denial, dislike of counselling, and 
wishing to avoid anxiety when waiting for results.'' ” Fear and denial are the 
commonest obstacles to HIV testing among those acknowledging that they 
have been at risk.” 


Additionally doctors' awareness of the effectiveness of early interventions is 
low and they may not encourage HIV testing.” -The most common reason. 
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however, is lack of time for pre-test counselling, even in genitourinary 
medicine clinics.” Average times for counselling are not less than 21 minutes 
with 18% of people requiring two sessions. ' 

Low detection rates imply longer duration of infections, which imply 
increased risk of HIV transmission. In an unpublished study, 70 randomly 
selected, HIV positive patients attending our centres were estimated to have 
been infected for a mean of 8.5 years. In that study, for only 56% had 
doctors broached HIV testing, only 6% of patients had ever declined HIV 
testing, and 46% of those who were HIV positive reported that their explicit 
consent to testing should not have been needed. Such results need to be 
replicated, but implications are clear. 

Lowering the threshold for HIV testing will lead to early diagnosis and 
treatment of infected individuals, which may prevent the development of 
AIDS and the transmission of infection.— — 

What is the role of voluntary counselling and testing? Voluntary counselling 
and testing has been accepted practice for more than 1 0 years. Uptake of 
voluntary counselling and testing, however, has been poor, even in those 
with high risk sexual activities." Sizeable proportions of infected people 
never attend genitourinary medicine clinics for voluntary counselling and 
testing even if referred. In addition, it seems that pre-test counselling is, on 
balance, not dramatically effective in reducing high risk sexual activity.— 

Many HIV infected individuals receive medical attention before they are 
diagnosed and opportunities for testing may have been discouraged by the 
"need" to perform or organise voluntary counselling and testing. Such 
patients would include, for example, those with persisting lymphopenia, 
neutropenia, or thrombocytopenia. A routine approach to testing would 
almost certainly increase the number of early HIV diagnoses, which would 
then allow concentration on subsequent informed counselling and education 
of patients and their partners and possible reduction in spread of infection. 

Highly active antiretroviral therapy has rendered HIV similar to other serious 
diseases. We believe that HIV testing should be widely accepted, without 
conventional voluntary counselling and testing, as patients at risk of cancer 
do not receive voluntary counselling and testing before chest x rays, or 
patients with chest infections do not routinely receive voluntary counselling 
and testing before stains for acid fast bacilli on sputum are requested. 
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The current combination of reluctance of busy doctors to initiate pre-test 
counselling and denial by patients has resulted in late diagnosis and ongoing 
spread of infection. We propose that if a patient freely consents to be 
investigated, a doctor can initiate tests aimed at excluding serious diseases 
without an in depth discussion of all possible results, provided that the test 
result, positive or negative, should benefit the patient. 

Routine voluntary counselling and testing was appropriate to the 1980s. 
Times have changed. The benefits of early diagnosis of HIV are multiple. 
HIV testing should now not be accorded any special status. Doctors should 
now undertake the test by using the same approach as used in any other test 
with serious implications. 
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New York Times 
May 15, 2006 

EDirORIAL 

New Guidelines for AIDS Testing 

Despite widely available testing, about a quarter of the Americans 
infected with H.I.V. don't know it. Those who are unaware of their 
infections can spread then unknowingly. They also miss out on 
powerful drug therapies that have been shown to extend lives, while 
protecting infected people from the diseases to which H.I.V. makes 
them prone. 

Rapid AIDS tests — which have cut the waiting time for results to 20 
minutes from as much as two weeks — have greatly helped the 
outreach effort. But the Centers for Disease Control and Prevention 
will take another important step forward this summer when it offers 
new guidelines for AIDS testing. The proposed recommendations are 
a sea change in the testing regimen, suggesting that doctors offer the 
tests not just to people at risk, but as part of routine medical care for 
all patients ages 13 to 64. 

The C.D.C. will also address two current obstacles to treatment. First, 
the agency will recommend that health care providers shorten and 
simplify a counseling session that often takes place before the person 
is tested. In addition, the new guidelines will suggest that patients be 
allowed to give oral consent to testing — rather than being required to 
sign a separate permission form. 

AIDS activists have long insisted on the separate form, worried that 
patients might be tricked into taking a test that they might ordinarily 
shun, and perhaps expose infected people to discrimination. Such 
worries have proved unfounded; health authorities have 
demonstrated that they can be trusted to keep the information 
confidential. Moreover, it makes perfectly good sense to treat AIDS 
like any other infectious or sexually transmitted disease, especially 
given the wide availability of lifesaving treatment today. 
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Overhaul Urged for Laws On AIDS Tests and Data 

By MARC SANTORA 

New York City's health commissioner, Dr. Thomas R. Frieden, called 
yesterday for changing state laws so that health officials could more 
aggressively test people for H.I.V. and AIDS and use the medical 
information the city already collects to help treat those infected. 

Currently, the city and the state collect detailed data about specific 
patients with H.I.V./AIDS, with their names attached, but health 
officials are prevented by law from using that information to contact 
those patients or their doctors about their treatment. 

In addition to wanting to change those laws, Dr. Frieden also wants to 
make testing for the virus a routine part of medical care, simplifying 
the process by which a patient consents to be tested. 

"We know people are dying," Dr. Frieden said yesterday as he 
outlined his proposals publicly for the first time. "And we are 
prohibited by law from lifting a finger to try and help." 

The collection of state laws governing the public health response to 
H.I.V./AIDS was created nearly two decades ago, and it has been 
fiercely defended by both lawmakers and patient advocates ever 
since. From the beginning, AIDS was treated differently from any 
other infectious disease, so Dr. Frieden could face stiff political 
resistance. He stressed that he is in no way proposing mandatory 
testing or treatment. 

The central law that Dr. Frieden, with the support of the Bloomberg 
administration, is taking aim at was put in place in 1988, when 
contracting H.I.V. was the equivalent of a death sentence because 
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there was no effective treatment, much less a cure. With the disease 
primarily affecting gay men, those who found themselves identified as 
sick with the disease were often subjected to discrimination and 
hostility. 

The state laws, particularly those governing privacy concerns, were 
an attempt to encourage people to be tested and treated while 
offering them some protection. Since then, an extensive advocacy 
network has grown both to help patients and to lobby public officials 
to protect the information about patients with the virus. 

With the introduction of effective drug treatments in the late 1990's, 
the death rates from AIDS have plummeted, and great strides have 
been made in reducing mother-to-child transmission of H.I.V. as well 
as in cutting the rate of transmission among intravenous drug users. 

For the past decade, however, new infections continue to occur at 
troubling rates, and the population affected has changed drastically, 
with blacks and Hispanics accounting for 80 percent of new 
diagnoses and deaths. Transmission through heterosexual sex, 
particularly among black women, has also risen significantly. 

Today, black men with the disease are six times as likely to die of the 
disease as white men, and black women are nine times as likely to 
die as white women. 

Dr. Frieden believes that this disparity reflects the way efforts to test 
for the disease and treat it have not evolved to keep pace with the 
changing nature of the epidemic. His proposals, he contends, would 
help those in a population that does not get tested early enough, who 
are often sick by the time they know their status, and who are often 
stranded without the good medical care available to the more 
prosperous. 

In his State of the City address last week. Mayor Michael R. 
Bloomberg signaled his strong support for an aggressive new 
approach, saying, "Over the next three years, our goal is to cut the 
number of H.I.V. -related deaths by more than 40 percent." 

Dr. Frieden believes that a change in state law is needed to achieve 
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that goal, although he readily acknowledges that getting changes 
made in Albany will be an uphill fight. City health officials have been 
working for months to win support for the changes, and some 
community health leaders have publicly endorsed the approach. But 
when Dr. Frieden presented his proposal publicly at the New York 
State AIDS Advisory Council meeting yesterday, he was met with 
skepticism. 

The primary concern was that changing state laws would loosen New 
York's stringent privacy protections. 

State Senator Thomas K. Duane, a Manhattan Democrat, said that 
the disease still carried a stigma and that it was unwise to move too 
quickly. "It is our responsibility to be incredibly cautious for those who 
do not have much of a voice," Mr. Duane said. He later added, "I 
don't, at this moment, agree that we need to open Pandora's box." 

Dr. Frieden, saying that privacy would continue to be of paramount 
importance, cited statistics on delays in diagnosis that he said put 
lives at risk. For example, in 2004 there were 1 ,038 patients who first 
learned they had H.I.V. when they were already sick with AIDS. 
"That's a damning indictment of our system," he said. 

Dr. Frieden has pushed for more aggressive collection of data in the 
past, most publicly after he announced the detection of what he 
called a rare and possibly virulent strain of the virus detected in a 
New York man in February last year. The proposals he outlined 
yesterday go much further. 

New York has the highest H.I.V./AIDS rates in the country, with more 
infected people than Los Angeles. Washington, San Francisco and 
Miami combined. Dr. Frieden noted that any changes the city and the 
state make are sure to be closely watched. 

Prof. Charles Gilks, an official at the World Health Organization who 
directs one of its H.I.V./AIDS programs, sent Dr. Frieden a note of 
support. "Many countries take their lead from the U.S. or Europe," he 
wrote in an e-mail message. 

When questioned about his plan, Dr. Frieden suggested that he 



369 


wanted to do away with the written consent forms now required 
before any test is given by a health care provider, while still requiring 
spoken consent. He also said he supported doing away with the 
requirement that physicians detail the reasons a patient may not want 
to be tested for H.I.V. 

The city and the state collect detailed patient data for a variety of 
infectious diseases that laboratories across New York are mandated 
to report, including information about H.I.V./AIDS. Dr. Frieden 
contends that health officials should be able to use that information to 
consult directly with patients and their doctors. He said that 
information would not be given to the wider health care community. 

In an interview, he said that as one example, if the city had 
information that a patient had an extremely high viral load and a low 
T-ceil count indicating that the person was likely to die within months 
unless action was taken, health workers would reach out to the 
treating physician. 

Terri Smith, the public policy director for Housing Works, a patient 
advocacy group, said she was concerned about an unknown health 
department employee contacting a patient's doctor. 

Dr. Frieden said that because everything remained voluntary, he 
believed that both physicians and patients would eventually welcome 
the changes. 
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SAN FRANCISCO 

City health agencies move to streamline HIV testing 
San Francisco drops counseling requirement 

By Erin Allday, Chronicle Staff Writer 

San Francisco's public medical clinics and hospitals will no longer require written 
consent and counseling sessions before HIV tests, and public health officials say 
they hope the easier, less time-consuming process will prompt more people to 
get tested. 

The shift in policy, which took effect Tuesday, follows a similar proposal from the 
Centers for Disease Control in March, as the health care industry grapples with 
estimates that more than 20 percent of those infected with HIV don't know it - 
and continue to spread the disease. 

San Francisco is the first city in the country to adopt the new policy, under which 
people will have to give verbal, not written, permission for testing. Pretesting 
counseling will still be offered to those who want it, but it will no longer be 
mandatory, said Dr. Jeffrey Klausner, director of STD Prevention and Control for 
the San Francisco Department of Public Health. 

Last year, 20,000 people were tested for HIV in San Francisco, and 440 of them 
tested positive, Klausner said. 

"When I reviewed testing records earlier this year I was shocked to see a 
substantial proportion of people were not testing for bureaucratic reasons," 
Klausner said. "In medical practice, people get screened and tested for serious 
conditions all the time. People get mammograms, they get biopsies, these can be 
done without these bureaucratic hurdles. The several layers of paperwork, the 
required counseling for HIV testing, they were actually a barrier," 

For decades, medical facilities have required written consent and counseling for 
HIV testing because AIDS was such a deadly disease and there was a 
"substantial stigma" associated with it, Klausner said. 

But with new treatments available and heightened public awareness of AIDS, the 
strict pretesting process had become outdated and overly formal, he said. Public 
health officials worried that the extra precautions - along with the wait time that 
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required 20-minute counseling sessions - were discouraging people from getting 
tested. 

Klausner said San Francisco's public health department began dismantling its 
pretesting counseling program last summer, when the city removed funding for 
counseling positions at public clinics and hospitals. Since then, the medical 
providers actually conducting the tests have been providing counseling. 

Several AIDS organizations have expressed concerns about the CDC proposal, 
which is still being discussed, suggesting that policies like San Francisco's could 
threaten patient privacy, although Klausner said that HIV testing will meet the 
same strict patient confidentiality rules. 

Steven Tierney, deputy executive director of the San Francisco AIDS 
Foundation, said he supports programs that will encourage more people to get 
tested, but he doesn't want the testing process to be "over-simplified" to the point 
that people aren't making informed decisions based on conversations with a 
counselor or their medical provider. 

"Anything that makes it easier to get tested is a good thing, but we believe folks 
have a right to full, informed consent," Tierney said. 

E-mail Erin Allday at ealldavtSisfchronicle.com . 
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Clinton calls for rethink of AIDS testing policy 

By Patricia Reaney 

LONDON, March 28 (Reuters) - Former U.S. President Bill Clinton called on 
Tuesday for mandatory testing for HIV/AIDS in countries with high infection rates 
and the means to provide lifesaving drugs. When the AIDS epidemic began two 
decades ago mandatory testing was frowned on because of the stigma attached 
to the deadly illness and the lack of treatment for those infected. But Clinton said 
countries where there was no discrimination against people with the illness and 
where anti-AIDS drugs were available should now consider universal testing. 

"I think there needs to be a total rethinking of this testing position in the AIDS 
community and a real push for this," Clinton told journalists during a briefing in 
London. 

More than 40 million people worldwide are estimated to be living with HIV/AIDS 
but many do not know they are infected. 

"Now we can save people's lives and we can reduce the stigma. There is no way 
we are going to reduce the spread of this epidemic without more testing because 
90 percent of the people who are HIV positive don't know it," he added. 

LESOTHO TEST CASE 

Clinton, whose foundation has been working to bring quality medical care and 
cheaper drugs to sufferers in poor countries, said this year Lesotho would 
become the first country to do universal testing. 

He said he regarded it as a test case to see whether rapid tests, costing 49-65 
cents each, and drugs can reduce the 27 percent infection rate in the southern 
African country. A budget of $100 million could pay for 200 million tests. 

"The whole idea is to treat this as a public health problem, not as some source of 
shame or disgrace and to keep as many people alive as possible," he explained. 
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The first aim is to stop infections and the second to save the lives of those \who 
are infected. 

"I would be for whatever accomplishes those objectives," Clinton said. 

He added the question was not whether a country was rich or poor but its 
infection rate. When the level of infection reached a critical point it imperilled the 
public health structure and social stability, making it more difficult to bring rates 
down. 

Since leaving the White House Clinton has devoted much of his attention to 
getting anti-AIDS drugs to poor countries at the cheapest possible prices through 
the Clinton Foundation HIV/AIDS Initiative (CHAI). 

It is working with 22 countries in Africa, the Caribbean and Asia to provide anti- 
AIDS drugs to more than a quarter of a million patients through special drug 
deals. 

"I made up my mind that I would not spend the rest of my life wishing I was still 
president." he said when asked about his his post-presidency projects. "Once 
you let it go, you have got to let it go." 
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"lilCmlcb kitties Senate 

WASHINGTON. O.C. 20510 


February 1 5, 2006 


The Honorable Michael O. Leavili 
Secretary 

U.S. Department of Health and Human Services 
200 Independence Avenue, SW 
Room 615-F 
Washington, D.C. 20201 

Dear Secretary Leavitt: 

We are writing to express our concern regarding Food and Drug Administration’s (FDA) 
Recommendaliom for Clinical Laboratory Improvement Amendments of 1988 (CLIA) Waiver 
Applications (Docket Number 2001D-0044). 

In recent years, the Department of Health and Human Services (HHS), under the 
leadership of then Deputy Secretary Claude Allen, was instrumental in ensuring the expeditious 
FDA approval ofOraQuick, the first, second-generation rapid test, HHS once again provided 
leadership in ensuring that rapid tests would be waived under CLIA, in a manner that best meets 
the public health need. These new Recommendations undermine these victories by virtually 
ensuring that any future HIV, STD, or hepatitis test will not qualify for a CLIA waiver. A CLIA 
waiver is critical in that it will allow' these types of tests to be used at the point-of-care where 
individuals at risk for these diseases arc reached. 

While we appreciate that the document was released for comment only and changes 
remain possible, it is distressing that several provisions have remained in the regulations, 

Troubling provisions include: 

• The recommendation that no test for a reportable disease be eligible for a CLIA wavier 
will eliminate HIV and other STD tests from consideration, 

• The recommendation for inclusion of a sample collection device and shipping materials 
for confirmation testing is highly burdensome and has been shown to be unnecessary, 

• Provisions for clinical studies allowing only the use of up to 1 0% of archived samples 
would make the cost of seeking a waiver prohibitive for many diseases including HIV. 

Through deployment of the OraQuick Advance and Uni-Gold rapid tests, many 
individuals have learned their HIV status and been linked to care, support, and prevention 
services. These tests have been successfully implemented by health department AIDS programs 
in conjunction with their public health laboratory counterparts. Programs have demonstrated 
thetre tests can bo used at the poinl-of-care while assuring the quality of testing and with 
individuals receiving accurate results. 
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These tests present no risk to the general public through their use. The proposed 
recommendations do not take the current experience and knowledge regarding these tests into 
consideration. 

The use of HIV rapid tests at the point-of-care is a major tool required for the success of 
the Centers for Disease Control and Prevention’s (CDC) Advancing HIV Prevention initiative. 

In his principles for re-authorization of the Ryan White CARE Act, the President has shown his 
support for this initiative, recognizing its importance in ensuring individuals know their status 
and have the opportunity to stop transmission of diseases that have such a large impact on an 
individual’s health and well being. 

We recognize the need for clear, objective standards tor CLIA waiver applications to 
allow companies to make informed decisions about whether to seek w'aived status for their 
devices. However, it is highly concerning that the FDA would even consider recommendations 
that would create barriers to tests being available to meet a clear public health need. The public 
depends upon HHS and its agencies to protect their health. This includes ensuring that 
individuals have all the opportunities available to them to learn of any disease that may impact 
their health along with opportunities for treatment and support. To issue these recommendations 
would compromise the public health and be a significant set back to achieving the 
Administration’s stated priority of increasing earlier knowledge of infection status. 

We urge the FDA to reconsider these recommendations and the process that developed 
them. FDA should seek guidance and input from its federal partners such as CDC’s Division of 
HIV/AIDS Prevention and the Department leadership before proceeding. Also, it would best 
serve the FDA to seek information from health department AIDS programs and the community 
at large to better understand the need for this type of testing and their current experience with 
CLIA waived HIV rapid testing. 

Thank you for your attention to this matter. We look forward to working with you to 
reach the Administration's goals of early diagnosis and access to treatment. 



Arlen Specter 
U.S. Senator 


Richard Buj- 
U.S. Senator 
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"Support Among Persons Infected with HIV for Routine 
Health Department Contact for HIV Partner Notification" 

Journal of Acquired Immune Deficiency Syndromes (02.01.03) Vol. 
32; No. 2: P. 196-202:; Matthew R. Golden; Sharon G. Hopkins; 
Martina Morris; King K. Holmes; H. Hunter Handsfield 

A central goal of CDC's recently announced Serostatus 
Approach to Fighting HIV (SAFE) is to increase the proportion of 
Americans with HIV who are aware that they are infected. One way 
to reach that goal may be through enhanced partner notification 
(PN). However, PN for HIV is controversial. Many persons 
diagnosed with HIV do not receive PN services from public health 
agencies, and existing data suggest that a majority of private 
providers do little more than advise their patients to notify 
their sex or needle-sharing partners themselves. 

Efforts to link named HIV reporting to PN have been met with 
resistance throughout the United States. In spite of this 
opposition, there are few data on what people with HIV, 
particularly men who have sex with men (MSM), actually think 
about PN and how the process could be more acceptable and 
effective. To address such issues, the authors surveyed a random 
sample of persons with prevalent HIV diagnoses seen in the 
Harborview Medical Center (HMC) HIV/AIDS Clinic located within 
the public hospital of King County, Wash. Persons with newly 
diagnosed HIV reported to Public Health-Seattle and King County 
(PHSKC), the health department serving Seattle and King County, 
were also surveyed. A total of 95 persons, of whom 76 (80 
percent) were MSM, completed an anonymous self-administered 
questionnaire and were included in the analysis. 

Study participants reported a mean of 3.2 anal or vaginal 
sex partners (median=1.0, range: 0-60) in the six months prior to 
completing the survey. Forty participants (42 percent) reported 
having unprotected anal or vaginal sex in the preceding six 
months. 

Eighty-four percent of participants believed the health 
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department should routinely offer everyone diagnosed with HIV 
help in notifying their partners. Age, race, MSM, income level, 
diagnosis outside of a public health testing site, anonymous HIV 
testing, and receiving HIV care at the HMC HIV clinic were not 
significantly associated with support or opposition to offering 
PN assistance. 

Seventy-nine percent indicated they would be very 
likely or somewhat likely to provide information to a doctor, 
case worker, or health department employee for purposes of PN; 
and 20 percent indicated they wanted help in notifying a recent 
sex partner. 

Seventy-eight percent of study participants believed the 
health department should contact all HIV-infected persons after 
diagnosis to help them access medical care and social services, 
and 68 percent wanted the health department to contact them about 
the availability of medical or social services. Persons diagnosed 
in settings other than public health clinics were less likely to 
have spoken with a social worker or case worker since their HIV 
diagnosis than those diagnosed in public health clinics (65 
percent vs. 93 percent). Persons diagnosed outside of the public 
health system were more likely to report wanting to speak to a 
social worker about the availability of medical and social 
services (49 percent vs. 29 percent). 

The authors' central finding is that most people with HIV, 
including MSM, support the universal provision of confidential 
and voluntary public health PN services and that restricting PN 
programs to public health deprives some patients of desired 
services. 


In consideration of these findings, clinical providers, 
community-based organizations, and health departments should 
reassess whether narrowly focusing PN services on persons at 
public health sites truly reflects patient preferences. "Efforts 
to improve PN should concentrate on greater integration of the 
process into the provision of the medical and social services 
patients already receive," the authors concluded. 
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Reuters Health 
December 4, 2003 

Partner testing key weapon in AIDS battle 


By Paul Simao 


ATLANTA (Reuters) - Comprehensive efforts to test the partners 
of those newly diagnosed with the HIV infection could uncover 
thousands of infections and help contain the spread of the 
disease, according to a new study released on Thursday by the 
U.S. Centers for Disease Control and Prevention. 

About one quarter of the estimated 950,000 Americans living with HIV 
do not know they are infected. Diagnosing and treating this group 
before they spread the virus has become a cornerstone of the U.S. 
government's AIDS strategy. 

A recent analysis of public health data from North Carolina 
found that more than 20 percent of those who had sex or shared 
needles with people diagnosed with HIV in 2001 learned they 
had the virus when voluntarily tested. 

In comparison, less than 1 percent of HIV tests at public health 
facilities in the state in 2001 were positive. 

Dr. Sam Dooley, associate director for science in the CDC's division 
of HIV/AIDS prevention and one of the study's authors, praised North 
Carolina for investing resources and preparing the public for targeted 
HIV partner testing and counseling. 

"If it were done to this extent and this degree of success across the 
board, we would see a significant number of those folks who don't 
know they're infected learning that they are," Dooley said. 

The North Carolina study comes amid signs of a resurgence of HIV in 
the United States. In the past year, health officials have reported a 
rise in infections among intravenous drug users as well as syphilis 
outbreaks among gay and bisexual men. 

Studies have shown that sexually transmitted diseases increase the 
likelihood of HIV infection. Up to 70 percent of gay and bisexual men 
infected in recent syphilis outbreaks have tested positive for HIV. 
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The disturbing trends prompted the CDC earlier this year to 
recommend that routine HIV testing be expanded to include pregnant 
women, intravenous drug users and anyone who engaged in unsafe 
sex. 

Routine screening had previously been recommended only for those 
seen at acute care hospitals with a high incidence of HIV cases and 
for patients in clinics that specialized in treating sexually transmitted 
diseases. 

About 16,000 Americans die each year from AIDS and another 
40,000 become infected with HIV. 

SOURCE: Morbidity and Mortality Weekly Report, December 5, 2003, 
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The Boston Herald 
Wednesday, March 8, 2006 
NEWS; Pg. 17 

Healey: Test suspects in sex-crimes for STDs 

By MAGGIE MULVIHILL 

Victims of sex crimes in Massachusetts have the right to know if their 
attacker has a sexually transmitted disease, Lt. Gov. Kerry Healey told a 
legislative committee yesterday. 

Healey was advocating for a bill proposed by Gov. Mitt Romney in January 
that would require accused sex criminals to be tested for STDs, including 
HIV infection. 

Massachusetts is one of only five states that do not mandate STD testing of a 
defendant charged with a sex crime. 

"This legislation will provide crucial information and peace of mind to 
victims of sexual assault," Healey told the Joint Committee on the Judiciary. 

Healey's push for the legislation accelerated in January when a Framingham 
man, who is allegedly HIV-positive, was charged with rape. Evandro F. 
Doirada, 28, pleaded not guilty in Brockton Superior Court on Jan. 25 to 
allegations he kidnapped the victim and her two-year-old son at knifepoint 
from the Framingham Wal-Mart on Dec. 1 7 and raped her for two days at 
the Plymouth Sands Hotel. 

If the alleged attacker tests positive, victims can start the post-exposure 
prophylaxis medication cycles they need. If they test negative, victims can 
stop the medications which can produce painful side effects, Healey said. 

'Tf this can provide any modicum of relief after the rape then barriers should 
be removed so victims . . . can make informed decisions about their life and 
their health care" said Toni Troop, a spokeswoman for the victims-rights 
group Jane Doe Inc. 

But some civil libertarians and AIDS activists oppose the bill, claiming by 
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the time an STD test is done it is too late for the victim to start preventative 
drugs. 

'Tn most medical settings it can take two to three weeks and that simply is 
not going to help a survivor," said Ben Klein, AIDS Law Project Director for 
Massachusetts Gay & Lesbian Advocates & Defenders. 

"Generally, a survivor needs to make a decision about whether to undergo 
preventative treatment with HIV medication within 72 hours at the outside." 



The Boston Herald 
Thursday, March 9, 2006 
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Testing bill puts victims first 

By Boston Herald editorial staff 

Once again, Massachusetts finds itself in the minority when it comes to 
important public safety legislation. Turns out the Bay State is one of only 
five states in the nation that don’t require rape suspects to submit to testing 
for HIV and other sexually transmitted diseases. 

Lawmakers can change that, though, by passing a bill filed by Gov. Mitt 
Romney earlier this year that draws a critical distinction between the rights 
of the accuser and the rights of the accused. Inspired by the horrifying case 
of a woman who was kidnapped and held hostage in a Plymouth motel and 
raped repeatedly in front of her 2-year-old son, the bill would allow victims 
to request that their alleged attackers be tested for HIV and other sexually 
transmitted diseases - then get the results. 

Civil libertarians and AIDS activists argue such a law violates the privacy 
of the accused. But just once, it would be nice if lawmakers saw the wisdom 
in passing bills that protect victims before tragedy strikes. 
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United 3tatcs Senate 

WASHINGTON, DC 20510-3604 


March 14,2006 

COMMITTCE ON INDIAN AFEAIRS 

Monorabie Kerry Mealey 
Lieutenant Governor 
The Commonwealth of Massachusetts 
State House Room 360 
Boston, MA 02133 

Dear Lieutenant Governor Kerry Healey, 

As a practicing physician and a U.S. Senator, 1 applaud you for your leadership on 
protecting victims of rape and sexual assault from sexually transmitted diseases (STDs). 

I was recently made aware of your elTorls seeking to pass a stale law to aliow'' testing of 
alleged rapists for STDs. I commend your efforts and wanted to bring to your attention a 
new federal law that may provide a financial incentive for the members of the 
Massachusetts legislature to approve your proposal. 

Congress recently approved and the President signed into law a bill reauthorizing 
the Violence Against Women Act (Public Law; 109-1 62). The Act was amended to 
reduce the amount of money available in Section 102 by 5 percent for states which fail to 
enact a law that would allow a victim of sexual assault to request that the alleged 
perpetrator be tested for HIV, the virus that causes AIDS. 

The legislation you are suggesting would bring Massachusetts into compliance 
with this new federal law and ensure that your state remains eligible for the full amount 
of grants available under Section 102. Stales have until the completion of the next 
session of their State Legislature or two years (whichever is longer) to have a law that 
ensures testing of alleged rapists for HIV. Those stales that do not comply with this 
provision, will be ineligible for 5 percent of the funds they would otherwise be eligible to 
receive, and the extra funds will be divided by states that arc in compliance. 

Section 1 02 provides funding to slates and localities to develop and strengthen 
programs and policies that encourage police officers to arrest abusers who commit acts of 
violence or violate protection orders. Many local law' enforcement departments use these 
grants to hire additional officers to focus on obtaining arrest warrants for abusers who 
flee the scene of the crime or violate protection orders. Without these funds many 
departments, at least in my stale of Oklahoma, would not have the manpower to track, 
arrest, and charge abusers. The allowed purposes of this section were expanded to 
encourage victim service programs to collaborate with law enforcement to assist pro- 
arresi and protection order enforcement policies. In addition, this section authorizes 
family justice centers and extends pro-arresl policies to sexual assault cases. 
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At the request of law enforcement and various states, Congress increased the 
amount authorized under Section 102 from $65 million for fiscal years 2001 through 
2005 to $75 million for fiscal years 2007 through 2011. According to the Department of 
Justice, Massachusetts received Section 102 grants in fiscal year 2004 totaling 
$1,648,863 and in fiscal year 2005 totaling $1,163,097. 

Lawmakers in Massachusetts surely would not turn back federal financial 
assistance to for women who have been victimized by rape and violence simply because 
they do not believe that survivors of sexual assault should be denied information about 
the MIV status of their attacker. 

Aside from the financial incentives, there are health incentives to assisting 
survivors of rape. As a physician, ! can attest that HIV testing of the alleged is beneficial 
medically for both the victim’s physical and psychological well-being. 

The American Medical Association supports this policy because "early 
knowledge that a defendant is HIV infected would allow the victim to gain access to the 
ever growing arsenal of new HIV treatment options. In addition, knowing that the 
defendant was HIV infected would lielp the victim avoid contact which might put others 
at risk of infection.” 

As you know, treatment options are available for early detection. How’ever, 
because of the toxicity and long-term side effects, lliese drugs sliould not be administered 
without knowing if HIV exposure has occurred. Victims can not rely solely on testing 
themselves because it can take weeks, sometimes, months, before HIV antibodies can be 
detected. Therefore, testing the assailant is the only timely manner in which to determine 
if someone has been exposed to HIV. 

Your proposal would also broaden the scope to all STDs, which makes good 
medical sense since HIV/AIDS, while perhaps the most deadly, is not the only health 
threat to those who have been raped. There are more than 25 significant STDs, many of 
which mosl Americans have never even heard of, sucli as human papillomavirus (HPV) 
which is the cause of nearly all cervical cancer. 

For tliese reasons, it is very disappointing to learn there is opposition to your 
proposal. It seems cruel and inhumane to deny such vitally important information to a 
woman or child who has survived sexual assault. Claims that providing this infonnation 
to victims would compromise the "privacy” of the perpetrator are also quite shocking. 
Exactly whose rights are being protected by denying a victim of sexual assault the right 
to know if she has been exposed to the deadly AIDS vims when she was raped? If 
-sufficient evidence exists to arrest and jail a rape suspect, the victim .sliould have the right 
to request that the suspect be tested for HIV. In some circumstances, rape defendants 
have actually used HIV status infomialion as a plea bargaining tool to reduce their 
sentences. The health of a rape victim should not be a bargaining tool to lesson the 
sentence of a sexual predator. 
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1 have attached a copy of the relevant section of the law for your information. 

Thank you again for your efforts on behalf of rape siindvors. If I can be of any 
further assi.stance, please feel free to contact me or Jane Treat of my staff. 

7 

Attachment 



U.S. Senator 
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